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REAUTHORIZATION  OF  THE  NATIONAL  BONE 
MARROW  REGISTRY 


WEDNESDAY,  MARCH  21,  1990 

U.S.  Senate, 
Committee  on  Labor  and  Human  Resources, 

Washington,  DC 

The  committee  met,  pursuant  to  notice,  at  10:17  a.m.,  in  room 
SD-430,  Dirksen  Senate  Office  Building,  Senator  Edward  M.  Ken- 
nedy (chairman  of  the  committee)  presiding. 

Present:  Senators  Kennedy,  Metzenbaum,  Mikulski,  and  Kasse- 
baum. 

Opening  Statement  of  Senator  Kennedy 
The  Chairman.  We  will  come  to  order. 

We  first  of  all  apologize  to  our  witnesses,  but  we  had  a  vote  just 
a  few  moments  ago  and  we  are  going  to  have  an  additional  series 
of  votes.  So  we  are  going  to  try  to  move  the  hearing  along  as  rapid- 
ly as  possible. 

Our  primary  interest  this  morning  is  hearing  from  some  of  our 
witnesses  whose  lives  and  the  lives  of  those  whom  they  love  have 
been  so  affected  by  the  inadequacy  of  public  policy  in  this  particu- 
lar area  of  bone  marrow  transplants.  So  today's  hearing  deals  with 
bone  marrow  transplants  and  the  procedures  for  matching  donors 
with  recipients  so  that  this  medical  miracle  can  be  available  to  all 
who  need  it. 

To  people  suffering  from  leukemia  and  aplastic  anemia  and 
other  diseases,  a  bone  marrow  transplant  can  mean  the  difference 
between  life  and  death.  In  contrast  to  matching  blood  types,  find- 
ing a  suitable  donor  for  a  bone  marrow  transplant  is  much  more 
difficult.  The  first  place  we  look  is  in  the  patient's  own  family.  If 
no  suitable  family  donor  is  found,  the  only  other  hope  is  to  find  a 
compatible  donor  from  the  public  at  large. 

Until  recently  that  task  had  been  virtually  impossible.  But  two 
new  major  registries  now  exist  where  patients  can  look  for  possible 
donors:  the  National  Bone  Marrow  Registry,  operated  under  con- 
tract with  the  National  Institutes  of  Health;  and  a  private  entity 
called  the  American  Registry. 

All  too  often,  however,  the  necessity  for  a  life-saving  bone 
marrow  transplant  becomes  a  race  with  death  as  courageous  fami- 
lies desperately  seek  suitable  donors  through  emergency  appeals  to 
the  public  at  large.  Nearly  2,000  bone  marrow  transplant  oper- 
ations are  performed  a  year,  and  9,000  Americans  are  now  waiting 
for  a  suitable  donor.  Few  of  these  cases  receive  dramatic  or  poign- 
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ant  nationwide  attention,  but  in  the  vast  majority  of  cases  the  pa- 
tients are  waiting  and  praying  in  silent  desperation. 

It  is  increasingly  clear  that  more  can  be  done  and  should  be  done 
to  assist  these  victims.  Hundreds,  perhaps  thousands,  of  lives  could 
be  saved  by  improving  our  system  for  recruiting  and  typing  of  all 
ethnic  groups  and  coordinating  the  searches  among  all  the  existing 
registries. 

The  first  priority  is  to  remedy  the  severe  shortage  of  potential 
donors.  The  National  Bone  Marrow  Registry  has  only  100,000,  and 
the  American  Registry  has  30,000.  Because  the  odds  of  finding  a 
suitable  unrelated  donor  are  so  remote,  the  current  registries  are 
seriously  inadequate.  Even  with  ten  times  the  current  numbers  of 
registered  donors,  some  patients  would  still  be  unable  to  find  a 
suitable  match  because  they  have  a  rare  type. 

However,  recent  estimates  indicate  that  with  250,000  donors  reg- 
istered, approximately  double  the  current  number,  80  percent  of 
the  patients  could  find  a  match.  The  cost  of  reaching  this  goal  is 
$14.5  million. 

In  addition  to  general  donor  shortage,  minorities  are  seriously 
underrepresented  in  the  registry.  For  example,  only  3,000  of  the 
current  registered  donors  are  black.  As  a  result,  the  chance  of  a 
black  American  finding  a  suitable  match  is  extremely  unlikely. 

Donors  are  now  recruited  in  two  ways:  through  permanent  loca- 
tions, such  as  blood  centers;  or  through  community  drives  mounted 
to  help  individual  patients  recruit  donors  and  defray  the  cost, 
which  ranges  from  $60  to  $75  per  donor. 

When  Joanne  Johnson,  a  young  black  college  student  from  Silver 
Spring  was  diagnosed  with  leukemia  in  the  fall  of  1988,  no  suitable 
donor  was  available.  The  family  organized  a  series  of  drives  that 
registered  more  than  1,000  black  donors.  After  months  of  search- 
ing, the  family  found  a  partially  suitable  donor.  By  that  time,  how- 
ever, Joanne  was  too  weak  to  undergo  the  surgery,  and  a  few 
weeks  later  she  died. 

Allison  Atlas  has  leukemia.  Through  her  family's  tireless  efforts, 
more  than  20,000  names  have  been  added  to  the  national  registry, 
at  a  cost  to  the  family  and  supporters  of  over  $1  million.  So  far, 
Allison  has  not  found  a  donor  for  herself,  but  because  of  her  coura- 
geous struggle,  14  donors  have  been  found  for  other  patients.  Alli- 
son's father,  Alvin  Atlas,  is  with  us  today  and  will  tell  us  about  his 
experience. 

AH  of  us  who  have  heard  about  these  dramatic  cases  are  touched 
by  the  way  families  and  communities  come  together  and  work  to- 
gether for  the  benefit  of  those  in  need. 

But  we  also  have  to  ask  what  kind  of  health  care  system  do  we 
have  when  individuals  faced  with  life-threatening  illnesses  and 
families  under  enormous  emotional  strain  are  forced  to  conduct 
their  own  public  campaigns  to  find  the  help  they  need?  What  kind 
of  health  care  system  do  we  have  when  information  about  all  possi- 
ble donor  sources  is  not  made  routinely  available  to  all  patients 
searching  for  an  unrelated  donor? 

In  legislation  reauthorizing  the  National  Bone  Marrow  Registry, 
the  committee  will  be  addressing  these  questions  and  the  problems 
of  the  current  bone  marrow  system.  Appropriations  for  the  registry 
for  fiscal  year  1990  are  $3.7  million.  Of  that  amount,  only  $400,000 
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was  specifically  allocated  to  typing  the  blood  of  possible  donors. 
Those  funds  for  typing  have  clearly  been  insufficient  in  light  of  the 
overwhelming  need  and  may  have  now  been  exhausted.  A  much 
more  substantial  appropriation  for  this  is  warranted  for  fiscal  year 
1991.  I  intend  to  work  with  the  Appropriations  Committees  in  Con- 
gress to  see  that  it  is  provided. 

In  the  meantime,  more  must  be  done  now  to  help  desperate  fami- 
lies urgently  seeking  donors.  I  call  on  the  Department  of  Health 
and  Human  Services  to  reprogram  $4  million  for  typing  of  poten- 
tial donors.  This  sum  would  add  over  25,000  to  the  registries  and 
should  be  targeted  especially  on  the  minority  communities. 

I  welcome  our  witnesses  here  today  and  look  forward  to  their  tes- 
timony. 

Our  first  panel  consists  of  three  congressional  Members  who 
have  each  had  a  long-time  interest  in  the  issue  of  bone  marrow 
transplant.  Senator  Al  Gore  was  a  major  player  in  the  development 
of  the  original  organ  transplant  legislation.  He  has  testified  fre- 
quently before  our  committee  on  these  issues,  and  we  have  always 
valued  very  highly  his  comments  and  his  work.  He  has  continued 
to  be  deeply  involved  in  the  ongoing  issues  of  the  program  as  well 
as  with  the  National  Bone  Marrow  Program. 

Congressman  Vic  Fazio  has  both  a  professional  and  a  personal 
experience  with  the  issue  of  bone  marrow  transplants.  His  interest 
in  the  program  recently  led  him  to  request  a  report  by  the  Office  of 
Technology  Assessment  on  unrelated  bone  marrow  transplants 
from  the  patient's  perspective.  And  we  welcome  very  much  his 
presence  here  today. 

Congressman  Bill  Young  has  also  had  a  unique  vantage  point  on 
the  National  Bone  Marrow  Transplant  Program  as  a  member  of 
both  the  House  Appropriations  Committee  on  Defense  and  the  Sub- 
committee on  Labor  and  Human  Services.  Congressman  Young  has 
been  involved  in  the  program  since  it  was  first  established  at  the 
Navy  and  later  when  it  was  moved  to  the  Department  of  Health 
and  Human  Services. 

With  two  good  members  of  the  House  Appropriations  Committee 
on  Health,  I  think  there  may  be  some  good  news  for  families,  and 
Senator  Mikulski,  who  will  be  here  shortly,  is  on  the  Senate  Appro- 
priations Committee.  I  think  we  will  have  some  more  hopeful  news. 

I  will  ask.  Senator  Gore,  if  you  would  be  good  enough  to  start  off. 

STATEMENTS  OF  HON.  AL  GORE,  A  U.S.  SENATOR  FROM  THE 
STATE  OF  TENNESSEE;  HON.  VIC  FAZIO,  A  REPRESENTATIVE  IN 
CONGRESS  FROM  THE  STATE  OF  CALIFORNIA;  AND  HON.  C.W. 
BILL  YOUNG,  A  REPRESENTATIVE  IN  CONGRESS  FROM  THE 
STATE  OF  FLORIDA 

Senator  Gore.  Mr.  Chairman,  I  appreciate  your  courtesy  in  let- 
ting me  go  first  even  though  you  have  two  House  appropriators 
here  at  the  witness  table.  [Laughter.] 

Six  and  a  half  years  ago,  when  I  was  a  Member  of  the  House 
working  with  Vic  Fazio  and  Bill  Young  and  others,  I  had  the  op- 
portunity to  work  on  the  issues  related  to  transplantation,  and  I 
particularly  enjoyed  working  with  you,  Mr.  Chairman,  and  the 


other  members  of  this  committee  in  the  effort  to  enact  historic  leg- 
islation. 

I  am  still  proud  to  have  played  a  part  in  that  effort  and  look  for- 
ward to  the  opportunity  to  work  with  you  again  later  this  year  as 
we  continue  to  improve  that  system  of  matching  organ  donors  and 
recipients. 

The  situation  we  face  now  to  some  may  appear  remarkably  simi- 
lar to  the  circumstances  we  faced  back  in  1983.  The  names  have 
changed.  Today  we  pray  for  Allison  Atlas  and  mourn  JoAnne  John- 
son, even  as  we  recall  the  joy  that  we  felt  when  Jamie  Fiske  re- 
ceived a  donor  organ  and  the  sadness  we  felt  when  Brandon  Hall 
did  not  receive  one  in  time. 

But  while  the  parallels  are  indeed  clear,  painfully  clear,  the  chal- 
lenge we  face  now  is  actually  a  very  different  challenge.  Six  and  a 
half  years  ago  we  were  surprised  by  the  rapid  progress  doctors 
were  making  in  solid  organ  transplantation.  Our  laws  and  institu- 
tions simply  had  not  kept  up  with  dramatic  scientific  advances, 
and  as  happens  here  too  often,  we  found  ourselves  struggling  to 
catch  up.  At  the  time,  a  familiar  refrain  was  heard:  "There  ought 
to  be  a  lav/."  But  there  wasn't  a  law.  Families  were  forced  to  do 
whatever  they  could  to  find  a  donor,  while  Congress  struggled  to 
help. 

Well,  today  we  are  going  to  hear  about  a  new  type  of  transplan- 
tation, unrelated  bone  marrow,  and  again  we  will  hear  the  emo- 
tional pleas  of  families  desperate  to  save  a  child's  life  or  a  mother's 
life  or  that  of  a  sister,  brother,  or  spouse.  And  once  again  someone 
will  say,  ''There  ought  to  be  a  law." 

Well,  Mr.  Chairman,  this  time  there  is.  In  1984,  as  we  finished 
work  on  the  National  Organ  Transplant  Act,  unrelated  bone 
marrow  transplants  were  almost  unheard  of.  But  a  few  scientists 
who  had  pioneered  this  new  technology  knew  that  was  changing 
quickly.  They  predicted  this  day,  when  families  would  come  to  us 
seeking  help,  and  they  gave  us  the  opportunity  then  to  act  rather 
than  react  later. 

We  worked  with  those  pioneers  and  added  an  amendment  to  our 
bill  that  eventually  established  the  National  Marrow  Donor  Pro- 
gram. I  might  say  that  a  member  of  your  committee.  Senator  Mi- 
kulski,  who  was  then  a  fellow  colleague  in  the  House,  was  instru- 
mental in  suggesting  that  amendment  when  I  took  the  bill  to  the 
floor. 

That  program,  now  operated  under  the  direction  of  NIH,  main- 
tains a  growing  list  of  almost  100,000  Americans  willing  to  serve  as 
marrow  donors.  Hundreds  of  patients  who  only  a  few  years  ago 
would  have  had  nowhere  to  turn  have  received  transplants  as  a 
result  of  searches  conducted  by  the  National  Marrow  Donor  Pro- 
gram. 

We  need  to  do  more.  For  example,  it  is  absolutely  urgent  to  pro- 
vide an  additional  $4  million  to  help  with  tissue  typing  and  donor 
recruitment  among  minorities.  The  chances  of  the  average  Ameri- 
can finding  a  donor  is  one  in  20,000.  If,  however,  you  are  an  Afri- 
can American  or  Asian  American  or  Latin  American  or  Native 
American,  you  might  as  well  forget  the  odds.  They  are  so  small 
they  are  really  nonexistent. 
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We  have  done  a  great  deal,  and  I  hope  we  don't  lose  sight  of  that 
as  we  investigate  what  else  we  need  to  do.  But  we  do  need  to  do 
more. 

While  there  are  many  who  deserve  credit  for  the  existing  system, 
unfortunately  once  again  the  President  and  the  Administration  are 
not  among  them.  His  fiscal  year  1991  budget  ignores  the  pleas  for 
help  from  thousands  of  people  struggling  to  stay  alive,  from  fami- 
lies who  refuse  to  lose  hope,  and  from  legislators  who  recognize  the 
critical  need  that  must  be  met.  His  budget  sent  to  the  Congress 
seeks  no  additional  funds  for  donor  recruitment  or  tissue  typing. 

Mr.  Chairman,  as  you  will  recall,  in  1984,  as  Democrats  and  Re- 
publicans worked  together  in  a  completely  nonpartisan  way  to 
enact  the  National  Organ  Transplant  Act,  former  President 
Reagan  and  his  Administration  placed  one  obstacle  after  another 
in  our  path.  For  years,  even  after  he  signed  the  program  into  law, 
he  simply  refused  to  implement  it.  Tragically,  lives  were  lost. 

Now  we  have  a  new  President  and  a  new  Administration,  but  we 
have  the  same  old  excuses.  Even  as  we  meet  here  today,  downtown 
there  are  bureaucrats  still  trying  to  undo  the  original  National 
Organ  Transplant  Program,  and  despite  a  painfully  obvious  need  to 
do  more  for  minority  families  who  are  in  need  of  a  bone  marrow 
transplant,  the  Administration  has  flatly  refused  to  help. 

This  President  is  fond  of  talking  about  his  "points  of  light."  The 
National  Marrow  Donor  Program  is  my  nomination  for  one  of  the 
brightest  points  of  light.  Almost  100,000  Americans  voluntarily 
willing  to  make  a  significant  sacrifice  to  save  the  life  of  someone 
they  have  never  met,  a  program  supported  largely  by  privately 
raised  dollars,  millions  of  privately  raised  dollars,  in  fact.  But  for 
this  program  to  really  work  to  really  serve  all  Americans,  it  needs 
more.  It  needs  a  coordinating,  facilitating  effort  by  the  Govern- 
ment. Not  much,  but  an  essential  part  of  success. 

The  President  has  said,  "No."  I  really  cannot  understand  that. 

So,  Mr.  Chairman,  as  the  statute  authorizing  the  National 
Marrow  Donor  Program  comes  up  for  review  this  year,  there  are  a 
number  of  other  issues  we  need  to  explore:  the  consolidation  of  the 
national  marrow  program  registry  with  the  American  Bone 
Marrow  Donor  Registry,  and  the  refusal  by  many  private  insurers 
to  reimburse  the  costs  of  finding  a  donor  represent  only  two  of  the 
many  important  questions  we  must  explore. 

I  look  forward  to  working  with  you  and  the  other  members  of  the 
committee  as  we  review  this  important  and  largely  successful  pro- 
gram and  work  toward  making  some  changes  to  insure  its  contin- 
ued success  and  take  that  success  to  more  people  whose  lives  could 
be  saved.  I  hope  the  committee  will  join  in  sending  a  message  to 
the  White  House  that  it  is  time  for  the  Administration  to  change 
its  tune  on  transplant  policy  and  join  the  thousands  of  Americans 
who  volunteer  not  only  their  time  and  money  but  actually  a  part  of 
themselves  to  help  others. 

Thank  you  for  your  efforts,  Mr.  Chairman. 

The  Chairman.  Thank  you  very  much.  Senator  Gore.  We  will  be 
looking  forward  to  working  with  you  as  we  mark  legislation  up.  We 
thank  you  for  your  continued  interest  and  your  strong  support  on 
this  issue. 

The  Chairman.  Congressman  Fazio. 


Mr.  Fazio.  Mr.  Chairman  and  members  of  the  committee,  I  am 
particularly  pleased  to  participate  in  today's  hearing  on  the  Na- 
tion's bone  marrow  registry  program.  I  want  to  thank  you,  Senator 
Kennedy,  and  your  subcommittee,  for  your  leadership  once  again 
on  still  another  health  care  issue  that  confronts  the  Nation. 

I  first  became  aware  of  and  interested  in  the  bone  marrow  regis- 
try program  in  1986,  when  the  Navy  brought  to  the  attention  of 
Congress  its  concerns  in  this  area.  The  prograni  sought  to  collect 
on  a  national  basis  the  names  of  individuals  willing  to  donate  bone 
marrow  to  unrelated  individuals.  It  also  proposed  a  single  coordi- 
nated network  to  facilitate  transplantation  of  unrelated  donors.  I 
concurred  with  then-Senator  Laxalt  that  the  Navy's  registry  could 
serve  a  dual  purpose  by  meeting  the  needs  of  the  Navy  in  case  of 
nuclear  mishap  and  the  needs  of  civilians  in  identifying  potential 
bone  marrow  donors. 

I  want  to  accord  at  this  point  a  good  deal  of  credit  to  my  col- 
league, Bill  Young,  from  the  House,  and  certainly  Senators  Gore 
and  Mikulski  who,  in  their  former  life  as  Members  of  the  other 
body,  really  ramrodded  this  program. 

I  had,  frankly,  very  little  involvement  with  it  at  that  time.  Sena- 
tor Gore  was  very  nice  in  including  me.  But  I  really  wasn't  aware 
that  it  would  matter  a  lot  to  me  until  it  became  of  personal  instead 
of  professional  interest.  In  August  of  1987  my  youngest  daughter 
Anne,  then  14  years  old,  was  diagnosed  with  leukemia.  And  al- 
though we  initiated  a  search  through  the  national  marrow  donors 
program  registry  as  well  as  other  registries,  no  suitable  match 
from  an  unrelated  donor  was  found.  Rather  than  wait  for  a  donor 
which  may  never  have  materialized,  we  proceeded  with  a  trans- 
plant between  Anne  and  her  mother.  Although  the  match  was  less 
than  perfect,  we  decided  to  go  ahead  with  the  procedure  before 
Anne  became  too  sick  either  from  prolonged  chemotherapy  or  the 
disease  itself  to  be  able  to  stand  a  transplant. 

Fortunately,  more  than  two  years  since  her  transplant,  Anne 
enjoys  good  health  and  lives  the  active,  normal  life  of  a  teenager. 

I  have  maintained  my  interest  in  the  program  over  the  last  few 
years  and  recently  became  more  involved  after  learning  of  the 
plight  of  Amanda  Chang,  an  infant  from  my  congressional  district 
in  need  of  a  bone  marrow  transplant,  and  a  number  of  other  people 
in  my  area  of  Sacramento,  California,  as  well  as  the  two  local 
Washington  area  students  that  we  have  all  heard  about,  Allison 
Atlas  and  Joanne  Johnson. 

The  efforts  of  Allison's  and  Joanne's  and  other  families  in  the 
area  in  initiating  their  own  searches  led  me  to  look  at  the  Nation's 
registry  program,  focusing  on  two  areas.  First,  while  I  strongly  sup- 
port the  National  Marrow  Donor  Program  and  commend  it  on  its 
success  in  facilitating  more  than  250  transplants,  I  have  a  concern 
that  there  are  too  few  and  not  enough  diverse  donors  in  the  regis- 
try. 

I  am  also  concerned  that  sufficient  funds  are  not  available  to 
adequately  test  individuals  willing  to  donate.  Allison  Atlas  and 
Joanne  Johnson's  cases  demonstrate  the  inadequate  representation 
of  certain  ethnic  and  racial  groups  within  the  registry.  This  situa- 
tion led  me  to  draft  legislation  which  I  will  be  introducing  shortly 
to  provide  a  one-time  $15  million  authorization  for  the  purposes  of 


testing  potential  donors,  with  an  emphasis  on  populations  inad- 
equately represented  in  the  registry. 

This  funding  level  will  enable  the  registry  to  reach  its  goal  of 
250,000  registered  donors.  By  building  up  the  number  of  donors, 
fewer  families  will  have  to  assume  the  burdens  which  the  Atlas 
and  Johnson  families  assumed. 

Second,  I  am  concerned  about  equal  access  to  information  about 
available  options  and  the  costs  for  those  in  search  of  unrelated 
donors.  In  many  cases,  families  face  major  ordeals  in  their 
searches,  using  up  valuable  time  and  financial  resources  as  they 
seek  out  that  elusive  life-saving  donor.  In  some  cases,  it  may  even 
be  best  to  follow  the  route  which  my  daughter  Anne  took.  The 
course  a  family  takes  may  depend  on  initial  doctor  or  hospital  con- 
tact and  may  result  in  their  coming  up  short  of  knowing  all  the 
available  options.  In  some  cases,  unless  families  ask  the  right  ques- 
tions, they  may  never  know  what  alternatives  exist.  As  a  result,  I 
have  asked  the  Office  of  Technology  Assessment,  OTA,  to  evaluate 
and  report  back  on  the  NBMTP  and  other  major  registries  to  deter- 
mine the  success  of  the  current  system.  I  would  like  to  submit  a 
copy  of  the  report  for  the  record.  It  is  entitled  "Unrelated  Bone 
Marrow  Transplants  in  the  United  States:  Policy  Issues  from  a  Pa- 
tient Perspective." 

The  Chairman.  Yes.  It  will  be  included  in  the  record. 

Mr.  Fazio.  Thank  you. 

[The  report  of  OTA  follows:] 
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UNREIATED  BONE  MARROW  TRANSPLANTS  IN  THE  UNITED  STATES: 
Policy  Issues  from  a  Patient  Perspective 

Introduction 

A  patient  who  has  decided  to  seek  a  bone  marrow  transplant  for  a  fatal 
blood  disease,  and  who  has  no  siblings  or  other  relatives  who  are  sufficiently 
matched  genetically,  must  find  an  \jnrelated  matched  donor  for  treatment  to 
proceed.    This  Staff  Paper  discusses  the  paths  patients  may  take  to  find  such 
a  donor,  and  some  of  the  difficulties  In  the  system  as  It  exists  toda> .  The 
Paper  centers  on  the  policies  and  practices  of  the  National  Marrow  Donor 
Program  (NMDP) ,  run  under  contract  to  the  Federal  Government,  the  American 
fione  Marrow  Donor  Registry  (AR) ,  a  private  donor  registry,  and  the  medical 
centers  that  perform  unrelated  bone  marrow  transplants. 

OTA  gathered  Information  for  this  Staff  Paper,  which  was  requested  by 
Congressman  Vic  Fazio  (Chairman,  Subcommittee  on  the  Legislative  Branch,  House 
Committee  on  Appropriations),  from  NMDP  llteratture,  six  NMDP-approved 
transplant  centers,  and  from  individuals  at  the  NMDP,  the  AR,  the  Red  Cross, 
the  National  Institutes  of  Health  (NIH),  and  others. 

The  heart  of  the  NMDP  Is  a  computerized  data  base  of  Information  on  a 
ciirrent  pool  of  about  80,000  Individuals  willing  to  donate  bone  marrow  to 
patients  in  need  of  a  transplant.    Each  potential  donor  is  registered  with  one 
of  the  uaxty  local  donor  centers  (mostly  blood  centers)  aroxind  the  coimtry,  on 
which  the  NMDP  de{>ends.    NMDP  also  has  relationships  with  certain  transplant 
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centers  (28  in  the  United  States  and  3  abroad,  as  of  January  1990) ,  which  it 
approves,  and  which  perform  all  transplants  from  donors  identified  through  the 
NMDP. 

Apart  from  the  NMDP,  there  is  one  major  private  registry  in  the  United 
States,  the  AR,  with  a  total  of  about  28,500  potential  U.S.  bone  marrow 
donors ,  and  direct  access  to  about  four  times  that  number  in  foreign 
registries.    Three  major  foreign  registries  are  not  linked  directly  with 
either  U.S.  registry,  but  both  the  NMDP  and  AR  may  arrange  for  searches  in 
those  registries.    There  also  are  U.S.  medical  centers  that  perform  bone 
marrow  transplants  from  unrelated  donors  but  are  not  currently  approved  by  the 
NMDP.    Major  philosophical  differences  having  to  do  with  transplant  center 
access,  costs,  search  information,  and  approval  of  transplant  centers  divide 
the  NMDP  and  AR. 

From  a  patient's  point  of  view,  when  a  medical  decision  is  made  to 
attempt  a  bone  marrow  transplant,  and  when  there  is  no  available  related 
matched  donor,  the  only  choice  is  an  vinrelated  matched  donor.    Although  the 
time  scale  varies  somewhat  according  to  patient  and  disease  characteristics, 
there  is  always  some  window  of  time  during  which  a  transplant  is  possible,  and 
after  which  the  opportunity  Is  lost. 

The  medical  center  at  which  the  patient  seeks  a  transplant  determines, 
in  large  part,  how  the  search  for  a  donor  will  be  conducted- -whether  many 
lines  of  search  will  be  opened  simultaneously  or  whether  they  will  be  opened 
sequentially,  and  whether  certain  registries  will  be  missed  altogether.  The 
price  of  searching  fox  a  match  and  harvesting  bone  marrow  also  varies 
substantially  by  transplant  center,  even  though  the  patient's  transplant 
center  itself  is  minimally  involved  in  those  activities  and  is  paying  the 
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registry  (either  the  NMDP  or  the  AR,  whose  charges  for  each  component  service 
differ)  for  those  services.     In  some  cases,  the  difference  between  a 
successful  search  and  transplant  and  an  tmsuccessful  one  may  lie  in  the 
variations  of  search  and  cost.    The  costs  of  searching  for  a  donor  and 
harvesting  the  donor's  bone  marrow  are  of  particular  concern,  because  search 
costs  are  rarely  covered  by  insxirance  and  harvesting  is  not  always  covered. 

The  National  Marrow  Donor  Program  (NMDP) 

The  major  limit  on  the  use  of  allogeneic  (from  any  person  other  than 
oneself  or  an  identical  twin)  bone  marrow  transplantation  for  patients  who 
might  benefit  from  one  has  been  the  lack  of  a  matched  relative  and  the 
historic  difficulty  of  finding  a  matched  unrelated  donor.    If  unrelated  bone 
marrow  transplantation  is  to  be  a  practical  medical  alternative,  finding  a 
matched  donor  must  be  feasible  with  something  less  than  a  heroic  effort.  Only 
with  a  large  pool  of  ready  potential  donors,  whose  HIA  types^  are  known  and 
easily  , compared  with  those  of  recipients,  is  that  possible.    The  NMDP  was 
conceived  by  Congress  to  meet  this  need. 

After  three  and  a  half  years  of  operation,  initially  under  contract  to 
the  U.S.  Navy  and  the  last  year  under  the  cxunrent  contract  with  NIH,  the  NMDP 
has  absorbed  most  of  the  preexisting  private  registries  in  the  United  States, 
and  has  recruited  additional  potential  donors  through  permanent  donor  centers 

1  "HIA  antigens"  are  cell  stirface  proteins  that  play  a  critical  role  In 
distinguishing  "self"  from  "non-self."    The  different  HIA  loci  (I.e., 
locations  of  the  genes  on  the  chromosome)  are  named  A,  B,  C,  and  D  (subdivided 
into  regions  DP,  DQ,  and  DR) .    The  three  loci  that  are  most  Important  for  a 
successful  bone  marrow  transplant  are  A,  B,  and  DR.    Every  Individual  has  two 
genes  for  each  antigen  ("alleles")  in  their  DNA,  one  from  their  mother  and  one 
from  their  father.    So,  a  perfect  match  consists  of  six  identical  antigens. 
Transplants  may  also  be  perforaed  with  less  than  a  six-antigen  match;  however, 
the  poorer  the  match,  the  poorer  are  the  chances  for  a  successful  transplant. 
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around  the  coiintry  and  donor  recruitment  drives.    About  80,000  potential 
donors  are  accessible  through  the  NMDP  computer  system,  all  of  whom  have  been 
HLA.  A,B  typed,  and  about  332  of  whom  have  been  HLA.  DR  typed.    Registries  in 
the  Netherlands  and  Israel  are  part  of  the  NMDP,  disctissions  with  Japan  and 
several  European  countries  have  begun,  and  NMDP  has  established  reciprocal 
search  relationships  with  major  registries  in  England,  Canada,  and  France.  As 
of  January  1,  1990,  3,645  preliminary  searches  had  been  performed  and  260 
patients  had  received  transplants  from  these  searches. 

The  original  target  of  the  NMDP  was  to  recruit  100,000  potential  donors, 
but  newer  information  on  the  distribution  of  HLA  types  has  made  it  necessary 
to  reset  the  goal  in  order  to  ensure  a  reasonable  probability  of  finding  a 
match  for  most  patients.    Regardless  of  the  size  of  the  registry,  there  will 
be  patients  with  HLA  types  so  rare  that  a  match  will  not  be  found.    There  is  a 
particular  need  to  recruit  enough  ethnic  minorities  to  assure  matches  for 
those  populations,  as  well.    NMDP  is  aiming  to  have  250,000  potential  U.S. 
donors,  and,  with  linkages  to  foreign  registries,  1  million  worldwide  by  1995. 

In  addition  to  searching  the  registry  for  preliminary  (on  file  HLA 
information)  and  final  (adding  HLA  DR  for  potential  donors  who  are  not 
completely  typed)  matches  for  patients,  the  NMDP  "approves"  the  transplant 
centers  that  they  will  allow  to  search  the  registry  and  perform  transplants 
from  NMDP  donors.    Unapproved  centers  may  not  initiate  searches,  and  bone 
marrow  from  donors  identified  through  the  NMDP  may  not  be  transplanted  in 
centers  that  are  not  approved.    Approval  criteria  are  drafted  by  the  NMDP 
Standards  Committee  and  then  must  be  approved  by  the  Board  of  Directors.  The 
Standards  Committee  is  composed  of  scientists  and  clinicians  from 
participating  and  non-participating  centers.    Criteria  for  approval  take  into 
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account  the  experience  of  the  transplant  center  physicians  and  medical 
facilities  at  the  center  (see  Appendix  for  current  approval  criteria).  NIH 
contends  that  approval  of  transplant  centers  is  necessary  to  assure  that 
donors  do  not  undertake  the  risk  of  donation  unless  the  potential  benefit  to 
the  patient  is  maximized;  in  their  view,  this  equates  with  having  the 
transplant  carried  out  in  an  NMDP-approved  center.     Currently,  there  are  28 
approved  transplant  centers  in  the  United  States  and  3  abroad. 

Decisions  about  which  donor  registries  to  search  and  the  sequence  of 
searching  them  are  up  to  the  transplant  centers.    Some  patients  or  their 
families  become  deeply  involved  in  the  search,  but  most  leave  the  details  to 
the  transplant  center  physicians  and  administrative  personnel  responsible  for 
those  tasks.    Transplant  center  policies  on  searching  vary  considerably.  Some 
centers  initially  search  only  the  NMDP,  which  does  not  include  immediate 
searches  of  the  large  European  or  Canadian  registries.     If  no  match  is  found, 
they  may  go  on  to  other  registries  not  linked  directly  with  NMDP.  Most 
centers  contacted  by  OTA  searched  the  Anthony  Nolan  registry  in  Britain,  the 
Canadian,  and  the  Paris  registries  next;  the  NMDP  will  initiate  these  searches 
at  the  request  of  the  transplant  center,  and  will  charge  the  center  a  fee  for 
doing  so,  or  the  transplant  centers  may  initiate  the  searches  directly.  For 
its  searches,  the  AR  immediately  accesses  the  three  major  foreign  registries 
and  its  own  coisputer- linked  national  and  foreign  registries.    Some  transplant 
centers  do  not  routinely  search  the  AR  at  any  time.    Because  the  NMDP  is  not 
yet  big  enough  to  ensure  a  match  most  of  the  time ,  there  is  a  reasonably  high 
probability  that  no  match  will  be  found,  and  that  for  some  patients,  becaixse 
of  transplant  center  strategies,  some  registries  will  go  unsearched,  or 
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several  months  may  pass  before  later  registries  are  searched.  In  contrast, 
some  NMDP-approved  centers  Initiate  searches  simltaneously  in  the  NHDF  and 
the  AR  (which  includes  the  three  major  unlinked  foreign  registries) . 

Transplant  center  policy  on  one  other  issue  may  be  of  major  significance 
to  a  patient.    This  has  to  do  with  referrals  to  other  transplant  centers  for 
transplants  that  the  initial  center  will  not  undertake.    The  centers  set  their 
own  criteria  for  the  degree  of  HIA  match  they  require  for  a  transplant.  Some 
require  an  exact  6 -antigen  match,  but  others  will  do  a  transplant  with  a 
single  mismatch  (some  distinguish  between  major  and  minor  mismatches)  .     If  a 
potential  donor  with  one  mismatch  is  identified,  for  instance,  and  the  patient 
is  at  a  center  that  requires  a  six- antigen  match,  the  patient  will  not 
necessarily  be  informed  that  another  approved  center  might  do  the  transplant. 
The  MMDP  does  suggest  that  transplant  centers  consider  referring  the  patient 
to  another  approved  center  with  different  match  criteria,  search  other 
registries  for  an  acceptable  match,  or  repeat  the  search  periodically,  as  the 
NMDP  grows.    The  centers  are  not  bound  to  do  any  of  these  things,  however. 

Also  of  concern  to  patients  is  that  the  NMDP  will  not  allow  a  transplant 
using  a  donor  they  identify  to  take  place  at  any  but  an  NMDP-approved  center. 
In  some  cases,  this  has  left  a  patient  with  a  match  acceptable  to  an 
unapproved  center,  but  unable  to  seciare  the  donor  marrow.     In  other  cases, 
having  to  go  to  an  NMDP-approved  transplant  center  might  not  be  feasible  for 
the  patient  or  family.    For  example,  OTA  was  informed  of  a  child  with  aplastic 
anemia  being  treated  at  a  university  medical  center  in  Texas,  for  whom  a  six- 
antigen  match  has  been  found  in  the  database  of  an  NMDP-approved  transplant 
center.    The  family  prefers  to  have  the  transplant  performed  at  their  hospital 
and  does  not  wish  to  move  the  child  to  an  NMDP-approved  center.    The  center, 
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that  has  the  match,  whose  donor  center  is  affiliated  with  the  NMDP,  will  not 
contact  the  potential  donor  for  MLC  testing  until  the  child  is  enrolled  in  an 
NMDP-approved  transplant  center. 

The  American  Bone  Marrow  Donor  Registry 

The  other  major  option  for  finding  a  donor  is  the  AR.    The  AR,  run  by  a 
combination  of  paid  staff  and  volunteers , '  is  composed  of  several  small 
registries  that  are  independent  of  the  NMDP.    Most  of  these  registries  were 
begun  in  past  years  by  families  of  patients  unable  to  find  a  donor  through 
then-existing  registries.    These  files  were  maintained  and  expanded  and  today 
all  branches  are  computer- linked  with  each  other.    The  AR  has  28,500  donors  on 
file  and  direct  access  to  more  than  100,000  additional  donors  in  foreign 
covintries.    Three  major  foreign  registries,  Anthony  Nolan,  Paris,  and  Canada, 
are  not  computer- linked  to  the  AR,  but  the  AR  initiates  searches  in  them  at 
the  same  time  the  AR  computer- linked  registries  are  searched.     Patients  are 
also  given  forms  to  initiate  searches  in  three  additional  foreign  registries 
which  require  added  fees  --  one  in  Belgium,  and  two  in  Israel  --  should  they 
choose  to  do  so. 

A  patient  need  not  be  affiliated  with  any  particular  transplant  center 
to  begin  a  search  in  the  AR.     The  AR  will  provide  search  information  directly 
to  the  attending  hematologist  or  oncologist  before  the  patient  is  referred  to 
a  transplant  center.     Eventually,  if  a  match  is  found,  the  patient  will  choose 
a  transplant  center,  but  the  AR  does  not  designate  particular  centers  that 
patients  must  vise.    The  AR  has  conducted  about  1,100  patient  searches.     Due  to 
the  policy  of  turning  over  patients  to  transplant  centers  and  inadequate 
resources  for  follow-up,  the  AR  does  not  have  precise  numbers  of  how  many 
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transplants  have  resulted  from  their  searches.    The  AR  reports  that  twenty 
transplants  have  definitely  taken  place  from  donors  in  their  database,  and  the 
AR  may  have  facilitated  as  many  as  110  additional  transplants  from  donors  in 
foreign  registries. 

Discussions  that  were  underway  concerning  the  development  of  a  system 
whereby  searches  for  xinrelated  donors  could  be  routinely  exchanged  between  the 
AR  and  the  NMDP  seem  to  have  halted.    Two  registries  that  had  been  part  of  the 
AR,  Heart  of  America  and  the  New  Jersey  HLA  registry,  have  joined  the  NMDP  as 
members  during  the  past  year.    The  Heart  of  America  no  longer  performs 
searches  for  the  AR,    The  AR  will  continue,  however,  to  have  access  to  the  New 
Jersey  HIA  registry. 

geaych  froce^yye  Through  ^t^^  NMp?  ^T^d  AR 

The  goal  of  a  search  is  to  find  an  HLA-matched  donor  for  a  patient.  In 
both  registries,  the  procediire  Is  similar,  and  in  both  the  entire  process 
takes  a  minimum  of  four  months.    The  search  is  conducted  in  two  parts:  a 
preliminary  search  and  a  formal  search.    NMDP  searches  must  be  initiated 
through  NMDP-approved  transplant  centers  (attending  physicians  cannot  activate 
searches  in  the  NMDP) ,  and  AR  searches  may  be  initiated  either  by  the 
attending  physician  or  a  transplant  center.    A  few  centers  require  an  on-site 
evaluation  of  the  patient  before  the  initial  search;  however,  most  will  begin 
the  preliminary  search  after  discussing  the  case  with  the  patient's  physician. 
The  preliminary  search  generates,  within  a  day,  a  list  of  donors  with  HLA  A,B 
types  and  HLA  A,B,fiR  types  identical  to  the  patient's  or  with  one  mismatch. 
Since  a  minority  of  potential  donors  in  both  registries  are  DR  typed,  most  of 
the  matches  generated  are  only  for  the  HLA  A  and  B  loci .  There  are  many 


8 


16 


different  A,B  alleles,  each  with  different  frequencies,  so  depending  on  the 
genetic  makeup  of  the  patient,  there  may  be  no  A,B  matches  or  as  many  as  200 
(estimate  from  the  NMDP) .    An  "average"  preliminary  search  turns  up  10  to  15 
A,B  matches. 

The  formal  search  is  a  follow-up  on  these  HLA  A,B  matches.     Before  a 
formal  search  is  conducted  through  the  NMDP,  almost  all  transplant  centers 
require  an  on-site  evaluation  of  the  prospective  patient  to  ensure  that  he  or 
she  is  still  eligible  for  a  transplant  (i.e.,  that  the  patient's  condition  has 
not  deteriorated  so  that  a  transplant  is  no  longer  possible) .    The  AR  will 
continue  without  a  formal  evaluation,  based  on  the  attending  physician's 
determination.     Potential  donors  with  A,B  matches  are  called  to  their  local 
donor  center  to  have  blood  drawn  for  DR  typing  (\inless  they  are  already  DR 
typed) .  At  that  time ,  further  information  about  the  transplant  procedure  is 
given  to  the  donor.    DR  typing  \isually  takes  between  3-4  weeks  in  the  NMDP  and 
2-6  weeks  in  the  AR.    The  few  donors  with  DR  matches  must  pass  one  final  test, 
the  mixed  lymphocyte  culture  (MLC) ,  to  determine  compatibility.    This  test 
involves  nixing  the  lymphocytes  of  the  donor  and  recipient;  if  they  do  not 
react,  or  react  minimally,  the  donor  is  considered  compatible. 

If  a  compatible  donor  is  found  through  the  NMDP,  the  NMDP  arranges  to 
have  the  donor's  marrow  collected,  which  may  be  done  at  a  large  number  of 
medical  institutions  (not  necessarily  transplant  centers).    Bone  marrow  can  be 
transported,  so  it  does  not  have  to  be  harvested  at  the  center  where  the 
transplant  will  be  done.    If  necessary,  transport  to  the  patient's  transplant 
center  is  arranged.    After  the  transplant,  the  NMDP  receives  and  maintains 
data  on  the  success  of  the  transplant.    If  a  donor  is  found  through  the  AR, 
the  transplant  center  at  which  the  patient  is  being  treated  arranges  for 
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further  testing  and  marrow  prociirement  once  a  compatible  donor  has  been 
Identified.    AR  requires  that  the  marrow  harvest  be  done  at  a  transplant 
center. 

P^tt^^it;  Ag<?e?g  ^:o  aq  Uny^l^ted  gon^  MaPTPW  T^^^^?Plm 

In  beginning  to  seek  an  unrelated  donor,  the  physician  or  family  may 
call  the  "800"  nxomber  of  the  NMDP  for  assistance;  they  will  be  referred  to  one 
of  the  28  U.S.  transplant  centers  with  access  to  NMDP's  registry.    The  NMDP 
"hotline"  does  not  necessarily  give  information  about  any  other  registry.  (The 
Executive  Director  of  the  NMDP  told  OTA  that  the  hotline  does  discuss  other 
registries,  when  asked.    In  inquiries  made  on  behalf  of  OTA,  the  person  who 
answered  the  hotline,  when  asked  directly  about  the  existence  of  other 
registries,  gave  no  such  Information.)    The  physician  also  might  refer  the 
patient  to  a  transplant  unit  with  which  he  or  she  is  familiar,  which  may  or 
may  not  be  approved  by  the  NMDP,  or  might  attempt  to  initiate  searches  through 
the  AR  or  other  private  registries. 

'  NMDP- approved  transplant  centers  have  their  own  guidelines  for 
enrollment,  and  their  own  fees  for  NMDP  services.    Ten  of  the  28  centers  will 
begin  preliminary  searches  of  the  NMDP  at  the  request  of  the  patient;  the  rest 
require  that  the  patient's  physician  contact  the  transplant  center  for 
enrollment.    Except  for  the  Seattle  VA  hospital,  all  NMDP -approved  transplant 
centers  also  require  demonstration  of  Insurance  coverage  or  an  ability  to  pay 
before  the  formal  search  is  initiated. 
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Costs  for  Donor  Search  and  Bone  Marrow  Procurement 
NMDP 

The  NMDP  charges  the  transplant  centers  for  its  services.    The  initial 
search  of  the  existing  database  is  free.    If  no  HLA  A,B  matches  are  foiind,  no 
expense  is  incurred.    If  one  or  more  HIA  A,B  matches  are  found,  the 
"activation  fee"  for  a  formal  search  is  $350.    The  charge  by  the  NMDP  to  the 
transplant  center  for  HIA  DR  typing  (which  involves  drawing  donor  blood  at  the 
local  donor  center  and  having  it  typed  at  a  contract  laboratory)  is  $280  per 
sample.    In  general,  all  HLA  A,B  matched  potential  donors  are  DR  typed.  For 
potential  donors  who  are  acceptable  HLA  A,B,  and  DR  matches,  the  NMDP  will 
proctire  a  blood  sample  for  MLC  testing  for  $98  per  person  (the  actual  MLC  test 
is  done  at  the  patient's  transplant  center).    There  also  is  a  $160  charge  for 
infectiotis  disease  testing  of  the  donor,  which  is  performed  by  the  transplant 
center.    If  a  match  is  found,  the  NMDP  charges  the  transplant  center  $12,900 
for  donor  marrow  harvesting,  transport,  and  related  costs  (including  life  and 
disability  insurance  for  the  donor) . 

All  of  these  charges  are  levied  against  the  transplant  center,  which,  in 
turn,  charges  the  patient.    Some  transplant  centers  pass  the  charges  on 
directly,  %rith  a  small  administrative  fee.    Others  add  on  thousands  of  dollars 
in  total.    Transplant  centers  are  free  to  decide  how  much  they  will  charge; 
the  NMDP  does  not  dictate  to  approved  centers  how  much  they  should  charge  for 
NMDP  services.    OTA  surveyed  four  transplant  centers  for  their  charges  to 
patients  for  NMDP  services.    Activation  fees  ranged  from  $350-$1100;  DR  typing 
from  $280- $340;  MLC  from  $98 -$120;  and  bone  marrow  harvesting  and  procurement 
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from  $12,900-$18,S00.     In  addition  to  administrative  costs,  costs  are  incurred 
by  some  transplant  centers  for  additional  tests  that  they  require;  however, 
these  costs  are  relatively  small. 

Treatment  centers  collect  fees  either  directly  from  the  patient  or  from 
his  or  her  insurance  company,  but,  based  on  Information  from  transplant 
centers  and  others  interviewed  by  OTA,  most  insurers  do  not  cover  search  costs 
and  a  few  will  not  cover  procurement  costs.    Insiirance  coverage  is  generally 
available  for  the  transplant  itself,  as  long  as  bone  marrow  transplantation  is 
not  considered  experimental  for  the  particular  indication. 

If  a  iLatch  is  found  for  a  patient,  search  and  procurement  charges  to 
the  transplant  center  from  the  NMDP  average  $16, 000- $20, 000,  but  costs  to  the 
patient  may  be  significantly  higher,  depending  on  the  number  of  HLA  DR  typings 
and  the  add*on  charges  of  the  treatment  center.      The  costs  to  the  patient  for 
an  unsuccessful  search  average  $4,000  (search  activation,  administrative  fee, 
patient  evaluation,  10  HIA  DR  typings,  four  MLC  tests)  but  may  go  well  above 
$15,000.    Some  transplant  centers  also  charge  patients  a  monthly  fee  to  keep 
their  searches  active.    Much  larger  costs  may  be  incurred  by  the  patient  if  a 
special  donor  registration  drive  is  held  (see  "Recruitment  of  Potential 
Donors,"  below).    If  a  family's  money  runs  out,  searches  may  be  terminated. 

If  the  Canadian,  Anthony  Nolan,  or  Paris  registries  are  searched  by  the 
NMDP,  additional  costs  are  passed  on  to  the  patient,  with  or  without  an  added 
transplant  center  fee.    OTA  has  only  approximate  costs  for  these  services. 
Search  activation  charges  for  the  Canadian  registry  vary  by  user.    The  Antl;»ony 
Nolan  Registry  activation  fee  is  about  $415,  and  the  Paris  Registry  charges 
for  DR  typing  only,  with  no  activation  fee.    The  HLA  DR  typing  charges  are 
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about  $280,  $165,  and  $234,  respectlvaly,  for  the  three  registries ^    At  least 
one  transplant  center  for  which  OTA  has  information  charges  patients  above  and 
beyond  vfaat  t^ey  are  charged  by  the  foreign  registries. 

i& 

The  AR  charges  $300  to  initiate  a  search  for  HLA  A,B  laatches.    There  is 
no  subsequent  charge  to  move  on  to  the  formal  search  for  HLA  DR  matches.  The 
charge  for  HLA  DR  typing  is  $175  per  person.    After  a  DR  match  has  been 
identified,  the  AR  t\ims  the  patient  over  to  the  transplant  center.  AR 
usually  charges  the  patient  for  donor  insurance  (medical,  life,  and 
disability) .    The  marrow  collection  center  and  the  transplant  center  charge 
the  transplant  recipient  for  marrow  harvesting  and  transport  costs  and  for 
additional  donor  services,    l^e  costs  to  an  AR  patient  fo«  harvesting  and 
donor-related  expenses  average  $5,000-$8,000  (corresponding  to  the  $12,900 
charge  of  the  NMDP) .    AR  search  charges  are  billed  directly  to  the  patient  or 
through  the  transplant  center.    AR  requires  that  no  administrative  fee  be 
added  by  the  transplant  centers  to  AR  charges. 

There  are  two  basic  methods  for  recruiting  potential  bone  marrow  donors: 
1)  through  permanent  centers,  logically  blood  centers  of  some  sort  (e.g.,  Red 
Cross),  which  would  continually  recruit  donors;  and  2)  through  drives  for 
particular  patients  in  %rtiich  a  large  nximber  of  people  in  the  community  are 
recruited  quickly  in  hopes  of  matching  the  person  in  immediate  need,  and  then 
are  added  to  the  registry  for  the  future.  When  the  NMDP  began  iinder  contract 
to  the  Navy  in  July  1986,  the  plan  was  to  recruit  apheresis  (plasma  and 
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platelet)  donors  through  55  affiliated  donor  centers.    Apheresls  donors 
regularly  gave  blood  and  were  already  HIA  typed.    Based  on  early  experience 
and  pilot  studies,  it  was  expected  that  70  percent  of  them  would  agree  to 
become  bone  marrow  donors;  the  registry  would  then  have  a  sizable  donor  pool 
without  spending  money  on  typing.    The  original  budget  did  not  include  any 
money  for  typing,  since  it  was  believed  unnecessary.    Recruitment  of  apheresls 
donors  fell  short  of  the  goal,  however. 

Donor  centers  are  now  in  the  position  of  wanting  to  recruit  interested, 
stable  donors  but  having  no  money  for  typing.    Donor  centers  must  cover  the 
$75  HIA  A,B  typing  fee  for  each  non-apheresis  donor  added  to  the  national 
registry.  (DR  typing  is  a  more  technically-demanding  and  expensive  procedure, 
done  only  at  specialized  labs.)    Most  of  the  smaller  centers  are  not 
recruiting  donors,  since  they  are  unable  to  cover  the  costs.    Many  centers 
urge  people  interested  in  entering  the  NMDF  to  become  an  apheresls  donor,  or 
will  ask  them  to  cover  the  costs  of  their  own  typing  ("your  marrow  and  your 
money"),  which  has  been  the  cause  of  some  ill  feeling  on  the  part  of  potential 
donors.    Some  donor  centers  have  solicited  business  contributions,  received 
grants  from  private  organizations,  and  sponsored  nins  and  other  events  to 
raise  money  to  cover  the  costs  of  typing.    The  NMDP  gives  the  donor  centers  $5 
per  newly  recruited  donor,  and  about  $12  per  year  per  donor  for  database 
maintenance  and  follow-up. 

Typifying  the  second  recruitment  method,  Life -Savers,  one  of  the 
official  donor -recruitment  affiliates  of  the  NMDP,  comes  into  communities  and 
holds  recruitment  drives  for  specific  patients  whose  registry  searches  have 
failed.    Volunteers  with  the  same  ethnic  background  as  the  patient  are 
targeted,  with  the  hope  of  finding  a  match.     Even  using  this  strategy,  chances 
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of  finding  a  match  are  quite  slim  in  most  cases.     Potential  donors  recruited 
this  way  are  also  asked  to  become  part  of  the  national  registry  for  future 
searches.    In  addition  to  patient- specif ic  drives,  Life-Savers  also  organizes 
group- sponsored  drives  (e.g.,  Lions  Club,  Optimists,  colleges,  churches,  etc.) 
and  sponsors  ongoing  individxial  testing. 

In  patient- specific  community  drives,  patients  and  their  families  are 
responsible  for  covering  the  $75  per  person  cost  of  HIA  A,B  typing  for  each 
potential  donor.    However,  if  families  are  unable  to  pay,  the  Life -Savers  will 
assist  in  raising  contributions  to  cover  typing  costs.    Nonetheless,  the 
family  may  bear  as  much  of  a  financial  burden  as  it  can.    The  major 
beneficiary  of  these  drives  is  the  NMDP  itself,  in  expanding  the  pool  for 
futvire  searches. 

Regardless  of  how  a  donor  is  recruited,  he  or  she  must  be  associated 
with  a  permanent  donor  center,  the  mechanism  by  \i^ich  people  are  followed  up 
and  contacted  in  the  event  of  a  match.    Life-Savers  gives  potential  donors' 
names  and  HLA  A,B  typing  Information  to  local  donor  centers  wherever  they 
conduct  their  campaigns.     (Life-Savers  contracts  with  laboratories  for  HLA  A,B 
typing.)    Under  the  cxirrent  one  year  contract  from  the  American  Red  Cross,  LSF 
receives  $500,000  to  cover  administrative  costs. 

Community  recruitment  drives  raise  some  potential  problems.  According 
the  NHLBI,  potential  donors  may  be  recruited  who  do  not  meet  NMDP  criteria 
(e.g.,  for  age,  disease  history)  because  screening  is  faulty.     In  addition, 
testing  laboratories  may  be  overwhelmed  by  large  nvimbers  of  samples  that  must 
be  processed  in  short  periods  of  time.    Local  donor  centers  may  be  faced  with 
hundreds  or  thousands  of  potential  donors  to  enter  into  their  computers,  and  a 
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long  lag  may  occur  before  they  are  all  in.     There  is  also  a  danger  that 
patient-specific  drives  may  attract  donors  willing  to  donate  for  that  patient, 
but  not  for  an  unknown  future  recipient. 

From  the  information  OTA  has  gathered,  it  appears  that  the  need  for 
patient- specific  drives  is,  at  least  in  part,  a  consequence  of  the  lack  of 
funding  for  typing  in  the  NMDP  budget.     The  result  is  that  the  financial 
burden  for  expanding  the  registry  is  placed  on  the  private  sector,  and 
specifically,  on  patients  and  their  families. 

The  lack  of  DR  typing  for  most  potential  donors,  again  related  to  the 
fact  that  the  NMDP  budget  has  no  money  for  tjrping,  also  affects  patients' 
chances  of  getting  a  transplant.     The  search  procedure  is  slowed  considerably 
as  patients  wait  for  DR  typing  to  be  performed  on  A,B  matches.     Not  only  must 
patients  pay  a  premium  for  "rush"  DR  typing,  but  the  3-4  week  waiting  period 
may  close  the  window  of  opportunity  for  a  transplant.    Transplant  centers  can 
only  effectively  serve  patients  with  chronic  disorders,  and  not  potentially- 
eligible  patients  with  acute  leukemias. 

NMDP  Organization  and  Future 

Dr.  Jeffrey  McCullough,  NMDP  Principal  Investigator,  commented  that  "it 
is  the  end  of  the  beginning"  of  the  NMDP.    The  program  has  built  a  framework 
connecting  transplant  centers  and  donor  centers  to  a  coordinating  center,  has 
amassed  a  large  registry  in  a  few  years,  can  perform  searches  rapidly,  and  has 
facilitated  more  than  250  transplants.    A  powerful  Board  of  Directors  is  in 
place  that  oversees  NMDP  operations,  and  several  committees  set  policy 
guidelines  and  provide  a  general  direction  for  operations.    However,  there  are 
a  number  of  conflicts  and  issues  concerning  the  current  operation  and  future 
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plans  of  the  program  that  need  to  be  resolved.  To  some  extent,  all  of  these 
may  affect  patients  looking  for  unrelated  bone  marrow  donors.  It  is  not  the 
pxirpose  of  this  Staff  Paper  to  delve  deeply  into  the  management  of  the  NMDP, 
so  the  issues  will  only  be  mentioned  briefly. 

Perhaps  the  largest  conflict  concerns  the  management  of  the  NHLBI 
contract.     The  program  has  been  a  collaborative  effort  of  the  American  Red 
Cross,  American  Association  of  Blood  Banks  and  the  Council  of  Community  Blood 
Centers,  with  the  Red  Cross  designated  the  administrative  recipient.  The 
Board  of  Directors  of  the  NMDP  voted  in  June  1989  to  apply  directly  for  the 
contract  and  remove  the  administrative  layer  of  the  Red  Cross.    The  Red  Cross 
would  still  wish  to  play  a  major,  but  yet  to  be  determined,  role  even  if  it 
were  not  the  primary  NMDP  contractor,  believing  that  the  long-term  donor 
recruitment  and  maintenance  goals  of  the  program  are  best  served  by 
maintaining  strong  ties  to  blood  centers.    Red  Cross  does  not  believe  that  the 
need  for  independence  has  been  demonstrated,  but  accepts  the  desire  on  the 
part, of  the  NMDP  for  change. 

According  to  the  NMDP  Executive  Director  and  the  NHLBI,  the  NMDP  Board 
deals  more  or  less  directly  with  NHLBI,  and  in  effect  does  not  report  to  the 
Red  Cross.    Red  Cross  has  encouraged  Independent  operation  of  the  IQfDP,  but 
retains  controls  to  meet  Its  obligations  to  NHLBI  as  contractor  of  record. 
NHLBI  accepts  independence  for  the  program,  and  describes  the  original 
affiliation  with  the  Red  Cross  as  largely  one  of  convenience,  a  means  to  get 
the  program  organized  and  operating  rapidly  without  having  to  create  an 
entirely  new  administrative  structure.    Red  Cross  does  not,  however,  and  never 


17 


25 


has,  viewed  its  role  as  one  of  convenience.  The  current  contract  with  the  Red 
Cross  expires  on  April  30,  1990.  NHLBI  is  planning  to  extend  the  contract  for 
another  year  before  renegotiating  the  terms. 

According  to  the  Institute  Director,  NHLBI  has  considered  alternatives 
to  the  current  management  and  organization  of  the  NMDP.    The  central  variable 
is  how  closely  NIH  will  eventually  manage  the  program.    Under  the  current 
arrangement,  the  Board  of  the  NMDP,  while  consulting  with  NIH,  largely 
determines  virtually  all  operating  policies.    Presxjmably ,  key  management 
decisions  will  be  made  by  NIH  before  the  current  contract  (as  extended)  runs 
out. 

!^<«M|flryT  Thfi  P^ttent  P^ysp^cplve 

The  NMDP  has  made  great  progress  in  its  three  years  of  existence,  but  it 
does  not  entirely  meet  the  needs  of  patients  and  their  families  in 
facilitating  the  search  for  an  unrelated  bone  marrow  donor.    NMDP  is  organized 
to  provide  services  to  transplant  centers  and  to  conduct  research  on  unrelated 
bone  marrow  transplants.    (OTA  did  not  examine  the  extent  to  which  the 
research  objective  is  being  met.    Given  the  Increased  demand  for  unrelated 
transplants,  it  would  seem  imperative  that  research  be  carried  out  to  find  out 
in  which  patients  this  technique  is  likely  to  be  beneficial.    When  OTA 
examined  this  issue  in  1987,  relatively  few  appropriately  controlled  studies 
were  going  on.)    Patients  have  no  direct  relationship  with  the  NMDP,  and  NMDP 
does  not  claim  to  be  a  patient  advocate  of  any  kind.    The  public,  however,  may 
be  expecting  that  it  does  fill  that  role,  so  a  problem  in  perception  may 
exist.    The  AR,  by  contrast,  is  clearly  In  the  patient  advocacy  role;  they 
consider  their  clients  to  be  the  patients  rather  than  the  transplant  centers.. 
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The  major  search  decisions  are  left  to  NMDP-approved  transplant  centers, 
which  have  a  variety  of  policies  for  searching,  for  carrying  out  transplants, 
and  for  informing  patients  of  other  options,  should  their  transplant  criteria 
not  be  met.     Patients  may  not  necessarily  be  aware  of  exactly  what  decisions 
are  being  made,  and  what  options  chosen  or  rejected  on  their  behalf. 

From  the  patient's  perspective,  the  relatively  large  difference  in  the 
cost  of  finding  a  donor  through  the  NMD?  and  the  AR  may  be  significant.  In 
addition  to  AR's  concern  that  their  philosophy  of  patient  advocate  does  not 
exist  in  the  NMDP,  they  are  concerned  by  the  larger  financial  burden  placed  on 
families  by  NMDP-acquired  transplants.     It  is  difficult  to  compare  the  costs 
incurred  through  the  NMDP  directly  with  those  of  the  AR,  since  somewhat 
different  services  are  provided,  and  the  administrative  structures  of  the 
registries  are  quite  different.    However,  it  is  clear  that  the  difference  to 
patients  can  be  thousands  of  dollars,  much  of  which  is  paid  out-of-pocket. 

It  would  clearly  benefit  patients  and  transplant  centers  if  the  largest 
possible  pool  of  donors  could  be  searched  quickly  and  efficiently.     In  the 
longer  term,  this  may  become  the  case  If  the  NMDP  reaches  or  exceeds  its 
target  figure  of  donors.    For  the  present,  however,  it  does  not  appear  that 
this  will  be  possible  until  some  of  the  philosophical  and  financial 
differences  between  the  NMDP  and  the  AR  are  examined  and  resolved. 
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Appendix  1 

CRITERIA  FOR  PARTICIPATING  TRANSPLANT  CENTERS 


1.  Centers  must  have  performed  at  least  10  allogeneic  transplants  per  year 
during  the  previous  24  months  and  at  least  30  In  the  previous  five  years; 

2.  The  center  director  must  have  had  two  years  experience  In  an  NMDP- 
accredlted  transplant  center  or  In  a  center  recognized  by  publication  In  peer 
reviewed  journals  to  be  capable  and  experienced; 

3.  A  dedicated  transplant  team  must  have  been  In  place  for  a  minimum  of  two 
years  and  there  must  be  a  designated  nursing  unit  for  marrow  tranps lane ion; 

4.  Data  must  be  submitted  on  the  results  of  all  allogeneic  transplants  done  in 
the  previous  five  years.    The  NMDP  Membership  Committee  will  evaluate  the 
results  and  then  determine  if  the  center's  overall  record  justifies 
membership.      A  site  visit  may  occur  as  well; 

5.  Medical  support  services  must  be  adequate;  and 

6.  The  center's  protocols  for  unrelated  donor  transplants  must  have  been 
approved  by  a  local  Institutional  Review  Board. 
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Mr.  Fazio.  Since  the  report  is  available,  I  will  not  elaborate  on  it 
except  to  say  that  the  goal  of  a  centralized,  coordinated  system  to  ] 
facilitate  bone  marrow  transplants  has  really  not  yet  been  fully  re-  1 
alized.  After  experiencing  the  process  myself,  I  strongly  believe 
there  needs  to  be  a  system  whereby  individuals  and  families  can  j 
receive  thorough  responses  to  their  questions  about  available  op- 
tions. We  need  to  insure  that  the  program  is  as  effective  as  possi- 
ble, at  least,  in  matching  unrelated  donors  with  those  in  need  and  i 
that  the  process  exacts  as  small  a  financial  and  psychological  toll  i 
as  possible  from  those  utilizing  the  program.  ! 

I  think  we  are  on  the  verge  of  perfecting  the  system.  What  we  do  ■ 

need,  as  Senator  Gore  has  indicated,  not  only  support  from  the  Ad-  1 

ministration  but  financial  support  from  the  Congress.  j 

Congressman  Young  and  I  have  conversed  with  Chairman  Natch-  j 
er  on  our  side  and  we  are  very  hopeful  that  this  year,  even  perhaps  | 
without  the  authorization  that  we  all  seek,  there  will  be  some  addi- 
tional infusion  of  funds.  And  certainly  your  hearing  here  today,  j 
Senator  Kennedy,  and  the  support  that  you  and  others  have  given  \ 
on  this  side  of  the  Capitol  gives  us  great  hope  for  the  breakthrough 
that  I  think  we  can  make  during  this  session  of  Congress.  j 

Thank  you  very  much.  ; 

The  Chairman.  Thank  you  very  much.  1 

Congressman  Young.  | 

Mr.  Young.  Mr.  Chairman,  thank  you  very  much  to  you  and  the  \ 

members  of  the  committee  for  having  this  hearing  this  morning.  j 

We  are  talking  about  a  dramatic,  life-saving  procedure  here  that 

should  not  overlooked  and  where  our  interests  should  be  empha-  . 

sized  at  every  opportunity.  And  I  think  that  this  hearing  today  , 

helps  do  that.  j 

About  20  years  ago,  a  doctor  named  Robert  Goode  developed  the  | 

process  of  transplanting  bone  marrow  from  a  healthy  patient  to  a  | 

patient  in  need  of  that  transplant.  It  was  experimental,  but  it  j 
worked.  Dr.  Robert  Goode  is  a  physician  now  and  a  researcher  at 

All  Children's  Hospital  in  St.  Petersburg,  Florida,  and  I  have  I 

known  him  well  through  the  years.  ■ 

But  since  that  20-years-ago  procedure  was  developed,  we  have  i 

come  a  long  way.  It  was  just  five  years  ago  that  we  didn't  have  any  j 

participation  on  the  part  of  the  Federal  Government  in  establish-  i 

ing  a  registry  or  seeking  out  donors  to  give  the  gift  of  life  to  termi-  ^ 
nally  ill  patients  with  leukemia  and  other  types  of  blood  disease. 

Since  1986,  though,  the  Congress  has,  as  has  been  pointed  out  on  \ 
several  occasions  here.  The  Congress  began  with  the  United  States 

Navy,  with  a  $3.5  million  appropriation  to  get  the  national  registry  i 

started.  The  results  were  dramatic:  nearly  a  70  percent  success  rate  ' 

in  those  fatally  ill  patients  who  were  able  to  receive  a  nonrelated  j 

transplant  through  this  registry.  And  in  that  four  short  years  now,  ! 

we  are  having  again  a  tremendous  success.  j 

But  in  addition  to  the  names  that  you  have  mentioned,  Mr.  < 

Chairman,  and  that  Senator  Gore  has  mentioned  and  Congressman  I 

Fazio  has  mentioned,  there  are  some  9,000  other  Americans  wait-  ! 

ing  today  for  that  gift  of  life  from  someone  whom  they  don't  even  ] 

know  exists,  someone  who  might  be  a  matched  but  unrelated  bone  i 

marrow  donor.  | 
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Mr.  Chairman,  I  have  taken  on  the  project  of  trying  to  find  the 
donor  for  every  one  of  those  people  that  need  a  match.  In  my  dis- 
trict there  is  Grant  Hartley,  26-year-old  black  man,  Jolene  Faggion, 
a  7-year-old  girl,  Amanda  Early,  a  3-year-old  girl — all  in  need  of  a 
transplant.  And  every  day  their  need  grows  greater  because  their 
physical  condition  gets  less. 

In  the  last  couple  of  weeks,  Mr.  Chairman,  we  started  a  pilot 
project  that  has  worked  extremely  well.  We  sent  a  mailing  into  the 
district,  the  Eighth  Congressional  District  of  Flprida.  We  made  per- 
sonal contacts  with  business  leaders  and  industry  leaders.  And  the 
result  is  tremendous.  In  this  mailing  we  sent — and  I  brought  a 
copy  of  it  for  the  committee  to  see,  and  incidentally  I  have  sent  a 
copy  of  this  whole  package  to  all  the  Members  of  the  House  and 
the  Senate — we  tell  people  about  the  program  and  we  ask  them  to 
respond  with  a  coupon  if  they  are  interested.  And  the  results  have 
been  overwhelming  by  people  who  want  to  be  considered  to  give 
the  gift  of  life  through  a  bone  marrow  transplantation. 

In  addition,  because  there  is  a  $75  charge  for  the  typing,  and 
frankly  the  Congress  has  not  appropriated  enough,  as  Mr.  Fazio 
has  mentioned,  to  bring  that  registry  up  to  250,000  people,  we  have 
found  that  industry  after  industry  in  the  Eighth  Congressional  Dis- 
trict of  Florida  have  agreed  to  not  only  support  the  program  with 
their  employees  but  also  to  defer  the  cost,  to  pay  the  $75  per 
person  typing  fee.  The  result  is  really  tremendous. 

We  put  this  package  together,  and  we  have  passed  it  on  to  our 
colleagues  in  the  House,  and  we  are  sending  it  to  our  colleagues  in 
the  Senate,  suggesting  maybe  they  would  like  to  do  the  same  thing 
in  their  own  districts. 

I  believe  that  if  we  can  do  this,  we  can  not  only  find  the  financial 
help  from  industry  in  addition  to  the  money  that  we  intend  to  ap- 
propriate this  year  for  the  national  registries,  I  think  we  are  going 
to  find  a  very  successful  program  of  expanding  the  donor  registry 
much  quicker  than  any  of  us  had  anticipated. 

Mr.  Chairman,  every  day  you  learn  a  little  more  about  this. 
Every  day  the  issues  become  more  clear.  Today  we  need  donors.  We 
need  to  expand  this  registry.  We  need  to  appropriate  the  additional 
money  that  Mr.  Fazio  is  talking  about  so  that  the  naval  laboratory 
and  the  National  Institutes  of  Health  laboratory  and  the  other 
agencies  who  are  under  contract  can  type  the  thousands  of  people 
who  are  now  prepared  to  have  their  marrow  typed. 

As  I  say,  Mr.  Chairman,  it  is  a  simple  procedure.  I  have  been 
typed,  and  I  am  in  the  registry.  All  of  my  staff  have  been  typed. 
My  wife  has  been  typed.  And  it  is  a  simple  blood  test,  30  cc's  of 
blood  that  are  sent  then  to  a  laboratory  to  be  typed  for  the  anti- 
gens that  are  necessary  to  be  typed  to  be  the  critical  match.  Hope- 
fully, other  Members  of  Congress  will  be  willing  to  sponsor  a  pro- 
gram of  this  type.  The  result  has  been  tremendous. 

I  am  meeting  with  the  Black  Caucus  later  on  this  week  because 
there  is  a  serious  problem,  as  has  already  been  mentioned.  The 
black  terminally  ill  patient,  the  Hispanic  terminally  ill  patient,  the 
various  genetic  groups,  the  various  racial  groups  who  need  help 
will  more  than  likely  find  them  in  their  own  type  of  a  genetic  envi- 
ronment. So  it  is  important  that  we  reach  out  not  only  to  white 
America  but  to  all  of  America  to  have  their  marrow  typed,  be  will- 
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ing  to  be  a  donor,  be  willing  to  give  the  gift  of  life  to  that  person 
who  is  not  going  to  survive  unless  they  have  this  gift. 

In  St.  Petersburg,  Florida,  there  is  a  young  man  named  David 
Smith.  David  is  25  years  old.  He  was  a  bone  marrow  donor.  He  has 
saved  the  life  of  a  fellow  American.  And  I  asked  David  the  other 
day  how  did  it  feel.  I  have  been  asked  that  many  times  does  it 
hurt.  He  said,  well,  he  was  sore  for  about  three  days,  but  on  the 
third  day  he  was  back  out  jogging  again.  So  the  procedure  is  not 
that  big  a  deal.  It  can  be  done  in  a  very  healthy  environment.  And 
I  am  hopeful  that  we  are  going  to  provide  the  money  for  the  Feder- 
al Government  to  be  a  player.  I  am  hopeful  that  other  Members 
will  approach  their  business  and  industry  communities  and  their 
constituents  and  let's  find  donors  for  these  terminally  ill  patients 
with  leukemia  and  other  types  of  blood  diseases. 

Incidentally,  Dr.  Goode  tells  me  that  we  now  have  gotten  to  the 
point  there  are  some  60  blood  diseases  that  the  bone  marrow  trans- 
plantation is  a  treatment  for  and  a  cure  for. 

Mr.  Chairman,  thank  you  very  much. 

[The  prepared  statement  of  Mr.  Young  follows:] 

Prepared  statement  of  Congressman  Young 

Congressman  Young.  Mr.  Chairman,  thank  you  for  giving  me  the  opportunity  to 
share  with  you  today  my  thoughts  on  the  future  direction  of  the  National  Marrow 
Donor  Program. 

One  of  the  most  rewarding  experiences  of  my  whole  life  has  been  leading  the 
effort  in  congress  to  establish  this  national  registry— a  program  that  is  saving  lives 
every  day  by  bringing  together  a  patient  in  need  of  a  transplant  with  a  matched 
donor.  As  you  know,  bone  marrow  transplantation  is  a  preferred  treatment  for  leu- 
kemia and  as  many  as  60  other  blood  disorders.  When  successful,  it  is  a  cure.  The 
procedure,  however,  requires  very  precise  tissue,  or  "HLA,"  matching  of  the  donor 
and  recipient.  In  fact,  the  typing  is  so  critical  that  the  chances  of  finding  a  matched 
donor  are  about  one  in  20,000  and  that  is  why  it  is  so  important  that  we  mount  a 
nationwide  effort  to  expand  the  registry. 

Prior  to  the  establishment  of  the  national  registry,  doctors  treating  patients  in 
need  of  a  transplant  had  to  make  hundreds  of  calls  to  individual  blood  banks  and 
hospitals  in  search  of  a  potential  donor.  In  most  cases,  the  search  was  futile  or  took 
so  long  that  the  patient,  with  the  fatal  illness,  was  no  longer  strong  enough  to  un- 
dergo a  transplant. 

In  1986,  the  Congress  appropriated  the  first  funds  for  the  Navy  to  begin  the  proc- 
ess of  establishing  a  computerized  registry  of  volunteers  who  were  willing  to  have 
their  bone  marrow  typed  and  their  names  placed  on  call.  As  a  member  of  the  De- 
fense Appropriations  Committee,  I  worked  closely  with  the  Navy  to  ensure  that 
they  had  the  funding  necessary  to  initiate  this  project.  Oversight  of  the  program 
last  year  was  transferred  by  the  Appropriations  Subcommittee  on  Health,  on  which 
I  also  serve,  to  the  National  Institutes  of  Health. 

Through  the  goodwill  of  more  than  90,000  individuals  who  have  already  volun- 
teered to  have  their  marrow  typed,  we  have  established  the  National  Marrow  Donor 
Program.  Now,  with  one  request,  a  doctor  can  start  a  computer  search  and  in  a 
matter  of  hours  determine  whether  there  is  a  matched  donor  available.  Where 
before  there  was  little  chance  of  survival  for  these  terminally  ill  patients,  there  is 
now  hope.  The  first  transplant  utilizing  the  registry  took  place  in  December  1987. 
Since  then,  there  have  been  more  than  300  transplants.  Currently,  25-30  trans- 
plants are  performed  in  the  United  States  each  month.  This  is  only  the  beginning 
for  this  program  which  could  soon  help  provide  life  for  as  many  as  9,000  Americans 
a  year,  or  25  per  day. 

Four  years  ago,  a  national  bone  marrow  donor  registry  was  only  a  dream.  A  little 
over  2  years  ago  it  became  reality.  This  is  a  tremendous,  working  program  that  is 
saving  lives.  Its  potential  is  limited  only  by  the  success  rate  of  matching  patients 
and  donors.  This  is  where  our  challenge  lies  in  the  months  ahead.  To  improve  the 
odds  of  finding  an  unrelated  donor  through  the  registry,  we  need  to  recruit  and  type 
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more  volunteers.  Our  goal  is  to  expand  the  list  to  100,000  later  this  year,  to  250,000 
soon  thereafter,  and  to  1  million  volunteers  world-wide. 

Our  experience  with  this  project  has  shown  that  when  Americans  learn  of  the 
registry  and  the  potential  for  saving  lives,  they  readily  volunteer  to  have  their 
marrow  typed  and  their  names  placed  in  the  registry.  The  two  greatest  limitations 
on  our  recruitment  effort  is  getting  word  throughout  the  country  that  we  are  seek- 
ing volunteers,  and  finding  the  facilities  and  resources  to  type  them.  We  are  doing 
all  we  can  to  spread  the  word  about  the  registry  and  to  provide  funds  to  pay  the  $75 
fee  for  the  sophisticated  lab  test  required  to  type  each  volunteer. 

We  also  need  to  diversify  the  donor  pool  to  ensure  that  all  races  and  minority 
groups  are  well  represented.  Research  has  shown  that  because  the  tissue  typing  of  a 
donor  and  patient  must  be  so  exacting  that  genetics  plays  a  major  role  in  a  success- 
ful transplant.  This  research  also  shows  that  good  matches  most  often  occur  when  a 
donor  and  recipient  have  the  same  racial  background.  For  example,  blood  donors 
best  match  black  patients.  The  same  holds  true  for  Hispanic,  Jewish,  Eastern  Euro- 
pean, Asia,  or  Indian  matches. 

There  is  a  fouir-pronged  approach  I  believe  we  must  take  to  recruit  and  type  vol- 
unteers for  a  large  and  ethnically  diverse  national  registry.  First,  as  a  member  of 
the  House  Appropriations  Committee,  I  will  make  every  effort  possible  to  include 
funding  in  the  fiscal  year  1990  Supplemental  Appropriations  Bill  to  provide  the  Na- 
tional Marrow  Donor  Program,  through  the  National  Institutes  of  Health,  with  re- 
sources to  type  the  thousands  of  volunteers  nationwide  who  have  expressed  an  in- 
terest and  are  on  waiting  lists  to  join  the  registry,  but  who  cannot  afford  the  lab 
fees,  and  to  do  a  better  job  recruiting  minority  donors. 

Second,  through  my  work  on  the  Health  Appropriations  Committee,  I  plan  to  pro- 
vide additional  funding  in  the  fiscal  year  1991  appropriation  for  the  National  Insti- 
tutes of  Health  for  the  continued  administration  of  the  program,  to  expand  efforts 
to  recruit  and  type  volunteers,  for  dedicated  research  utilizing  the  registry,  and  to 
further  ongoing  efforts  to  link  our  national  registries  with  similar  registries 
throughout  the  world. 

Third,  through  my  work  on  the  Defense  Appropriations  Committee,  I  have  al- 
ready begun  efforts  to  initiate  a  program  within  the  Department  of  Defense  to  re- 
cruit uniformed  and  civilian  members  of  our  Armed  Forces  and  their  spouses  who 
would  like  to  volunteer  to  be  a  part  of  this  program.  The  Navy  is  at  the  forefront  of 
bone  marrow  transplantation  research  and  maintains  one  of  the  finest  typing  facili- 
ties in  the  world.  With  funds  to  be  included  in  the  1991  Defense  Appropriations  Bill, 
the  Navy  will  not  only  be  able  to  type  military  personnel  but  also  to  develop  more 
accurate  and  less  costly  HLA  typing  techniques. 

Finally,  the  fourth  component  is  a  nationwide  effort  to  encourage  donor  recruit- 
ment drives  in  communities  throughout  our  Nation.  Earlier  this  month,  I  launched 
a  pilot  program  in  the  eighth  Congressional  District  of  Florida  I  represent  to  recruit 
volunteers  for  the  registry  and  to  encourage  businesses  to  become  involved  in  the 
program  by  covering  or  defraying  the  cost  of  the  lab  fees  for  their  employees  who 
volunteer.  The  reaction  to  our  project  has  been  unbelievable  as  thousands  have  vol- 
unteered to  be  typed  and  a  number  of  major  employers  have  agreed  to  cover  the 
cost  of  the  tests  for  their  employees.  Our  local  newspaper,  The  St.  Petersburg  Times, 
has  strongly  endorsed  our  project  as  has  President  Bush  and  Secretary  of  health 
and  Human  Services  Dr.  Louis  Sullivan. 

In  addition,  to  show  support  in  Congress  for  this  national  effort,  I  am  making  ar- 
rangements to  type  all  interested  Members  of  the  House  and  Senate  so  they  can  be 
included  in  the  national  registry.  The  only  requirement  to  be  a  volunteer  donor  is 
that  you  be  in  good  health  and  between  the  age  of  18  and  61.  Prior  to  last  week,  the 
age  cutoff  was  55.  However,  during  a  meeting  of  the  Board  of  Directors  of  the  Na- 
tional Marrow  Donor  Program  in  my  district  March  9,  the  board,  at  my  request, 
raised  the  maximum  donor  age  from  55  to  61. 

Mr.  Chairman,  the  success  of  this  program  has  been  remarkable  and  is  directly 
attributable  to  many  dedicated  volunteers  such  as  Dr.  Bob  Graves  and  Admiral  Bud 
Zumwalt  who  gave  of  their  own  time  and  energy  to  get  this  project  underway.  The 
registry,  however,  revolves  around  the  notion  of  people  giving  of  themselves  to  help 
another  in  need. 

We  are  at  the  threshold  of  an  exciting  new  era  when  thousands  of  people  with 
once  terminal  medical  conditions  will  be  given  the  opportunity  to  live  out  long  and 
productive  lives.  As  we  kicked  off  our  local  effort  to  recruit  donors  in  St.  Petersburg, 
FL,  I  had  the  opportunity  to  meet  a  number  of  local  children  and  adults  who  are  in 
need  of  a  transplant  but  have  yet  to  find  a  donor.  There  was  little  7-year-old  Jolene 
Faggion,  3-year-old  Amanda  Early,  and  26-year-old  Grant  Hartley. 
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Mr.  Chairman,  there  are  not  only  men,  women,  and  children  in  need  of  donors  in 
my  district,  but  throughout  our  Nation.  There  is  Anissa  Ayala  in  Walnut,  CA, 
Harry  Sydlow  in  Denver,  CO,  Kirsten  Doney  in  Springville,  UT,  Ethelyn  Hayes,  in 
Mobile  AL,  Rick  Quam,  in  Green  Bay,  WI,  Kent  Kiekow,  in  Mundelein,  IL,  Bob 
Farber,  in  Cincinnati,  OH,  Scott  Wavra,  in  Northfield,  VT,  Donna  Ravin,  in  Water- 
town,  CT,  Ben  Takatsch,  in  Newark,  NJ,  and  Allison  Atlas,  right  here  in  Bethesda, 
MD,  and  hundreds  of  others  throughout  the  country. 

As  we  kicked  off  our  pilot  recruitment  drive,  I  made  a  promise  to  Jolene, 
Amanda,  and  Grant.  It  is  the  same  promise  that  I  make  all  those  in  need  of  a  trans- 
plant— that  we  will  do  everything  we  can  to  find  compatible  donors  so  that  they  will 
have  the  opportunity  to  experience  all  that  life  has  to  offer — to  become  teenagers,  to 
raise  their  own  children,  to  become  grandparents,  and  to  be  the  most  gracious  of 
great  grandparents. 

This  member  intends  to  keep  that  promise  by  pursuing  every  avenue  of  support 
for  the  National  Marrow  Donor  Program.  Mr.  Chairman,  I  appreciate  your  support 
for  our  efforts  and  I  look  forward  to  working  with  you  and  the  members  of  your 
committee  in  the  weeks  and  months  ahead  to  provide  the  living  gift  of  life  for  thou- 
sands of  Americans. 

The  Chairman.  Thank  you  very  much. 

This  has  been  an  excellent  panel.  We  hear  Members  of  Congress 
speak  on  a  lot  of  different  issues,  but  I  think  this  morning  we  have 
heard  three  speak  about  a  public  policy  concern,  a  health  concern, 
a  family  concern  in  our  society,  with  great  conviction  and  commit- 
ment, and  we  want  just  to  thank  all  of  you  for  being  willing  to 
share  this  with  us. 

I  have  no  questions  of  this  panel.  I  will  recognize  Senator  Kasse- 
baum  and  then  our  other  members. 

Senator  Kassebaum.  Thank  you,  Mr.  Chairman.  I  thought  it  was 
very  interesting  testimony  from  all  three,  all  of  whom  have  been 
very  involved  in  getting  this  off  the  ground.  I  think  we  all  share  a 
deep  interest  and  concern  in  the  program. 

I  would  just  ask  one  question  regarding  something  that  has  been 
a  concern  as  this  has  evolved,  and  that  is  the  coordination  of  the 
system. 

I  think.  Congressman  Fazio,  you  touched  on  that,  the  centraliza- 
tion of  a  coordinated  system,  and  I  wondered  if  you  had  any  recom- 
mendations of  ways  that  better  coordination  could  be  accom- 
plished? 

Mr.  Fazio.  Well,  I  think  this  is  an  issue  that  has  to  be  looked 
into.  We  had  a  certain  maturation  of  the  program.  We  still  have 
registries  that  are  not  completely  cooperative,  as  I  see  it.  I  think 
the  families  of  the  victims  really  need  to  have  one-stop  shopping,  so 
to  speak.  I  realize  this  is  a  difficult  issue  for  some  of  the  people 
who  have  been  pursuing  their  own  strategies,  and  I  think  everyone 
is  well  motivated  but  there  are  a  variety  of  approaches. 

I  think  the  families  are  confronted,  very  often,  with  perhaps  one 
point  of  view  when  they  go  to  find  out  whether  there  is  an  unrelat- 
ed donor.  It  may  depend  on  the  center,  the  medical  center  they're 
dealing  with,  the  particular  point  of  view  of  their  doctor. 

I  think  we  need  to  take  some  of  the  confusion  and  mystery  out  of 
the  situation  that  confronts  the  patient  and  their  family.  I  don't 
have  the  solution  to  offer  you,  but  I  think  we  can  work  toward  it.  I 
think  there  has  to  be  a  view  of  the  patient's  needs  kept  primary  in 
mind,  and  some  of  the  other  issues  that,  I  hate  to  say  it,  but  border 
on  turf  issues,  need  to  be  reviewed  thoroughly.  And  if  we  can  find 
a  way  to  get  the  kind  of  complete  access  to  registries  that  I  am  not 
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convinced  every  child  gets,  I  think  we  will  have  made  a  real  break- 
through. 

Senator  Gore.  Mr.  Chairman,  if  I  could  comment  in  response  to 
the  same  question.  First,  for  the  record,  even  though  she  did  not 
note  it,  it  should  be  in  the  record  that  Senator  Kassebaum  is  a 
member  of  the  National  Marrow  Donor  Program  board  and  has 
been  actively  participating  in  a  leadership  role. 

The  two  registries  should  be  combined.  Both  of  them  do  great 
work.  The  individuals  running  them  are  fantastic.  But  the  overall 
needs  of  the  American  people  can  best  be  met  if  in  the  reauthoriza- 
tion you  can  find  an  imaginative  way  to  put  some  pressure  on 
them  to  come  together.  They  are  both  great,  but  they  can  be  better 
than  the  sum  of  the  parts,  and  I  would  urge  that. 

Senator  Kassebaum.  Thank  you  very  much. 

Would  you  agree  with  that? 

Mr.  Young.  Senator,  I  would  agree  with  that,  and  I  think  you 
will  have  some  expert  witnesses  on  your  third  panel  this  morning 
who  are  involved  with  different  aspects  of  all  of  the  registries 
through  the  coordination  of  the  National  Institutes  of  Health.  You 
will  hear  from  Dr.  Lenfant  later  this  morning. 

But  I  believe,  as  Senator  Gore  and  Mr.  Fazio  have  said,  that  we 
need  to  make  it  as  simple  as  possible  to  find  the  donor  without 
delay  because  delay  costs  lives. 

Senator  Kassebaum.  Thank  you  very  much. 

Mr.  Young.  Dr.  Lenfant  has  about  worked  it  out.  He  has  gotten 
real  close  to  it,  but  we  need  a  little  extra  push  to  get  him  over  the 
hurdle. 

The  Chairman.  Yes. 

Senator  Kassebaum.  Thank  you. 

The  Chairman.  We  will  give  him  an  opportunity  here  in  just  a 
little  bit. 
Senator  Metzenbaum. 

Senator  Metzenbaum.  Well,  Mr.  Chairman,  I  have  just  one  ques- 
tion, but  I  came  over  especially  to  commend  you  and  the  other 
Members  of  Congress  who  have  provided  leadership  in  this  area. 
There  are  so  many  issues  that  we  face  in  the  field  of  health  and  so 
often  there  is  no  answer,  we  don't  know  what  to  do  about  it.  This 
happens  to  be  an  area  in  which  something  can  be  done  about  it  and 
is  being  done. 

I  want  you  to  be  assured  that  if  in  any  way  I  can  be  helpful  with 
my  support,  I  am  committed  to  doing  so.  I  can't  think  of  anything 
more  important.  Here  is  an  instance  in  which  you  can  actually 
save  lives  without  some  unbelievably  Herculean  kind  of  approach. 
It  can  be  done,  it  is  being  done,  and  it  ought  to  be  expanded  upon,  I 
commend  Congressman  Fazio's  move  in  that  direction  to  add  a 
rather  modest  amount  of  money  to  help  do  it. 

I  do  have  one  question,  and  that  is,  would  it  be  feasible  when 
somebody  donates  blood,  to  inquire  of  them  as  to  whether  they 
would  want  to  be  registered  in  the  bone  marrow  program  at  the 
time  of  the  donation,  on  a  voluntary  basis? 

And  second,  would  it  be  feasible,  when  somebody  applies  for  a 
drivers'  license,  to  inquire  of  them  as  to  whether  or  not  they  would 
be  willing  to  donate  their  organs  or  whether  or  not  to  be  registered 
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in  the  bone  marrow  program  and  then  be  contacted  at  a  subse- 
quent point?  Does  that  make  any  sense  at  all? 

Mr.  Fazio.  Well,  let  me  just  comment.  The  California  drivers  li- 
cense program  is  perhaps  something  you  should  look  at.  It  provides 
for  the  opportunity  for  people  to  provide  organ  donations.  I  don't 
know  that  they  are  currently  dealing  with  jbone  marrow  as  effec- 
tively as  they  have  other  organ  donations.  But  Senator  Gore,  being 
an  expert  in  this  area,  may  want  to  comment  further. 

But  I  think  it  is  a  model  that  other  States  could  look  at.  I  know 
some  are. 

I  do  think,  however,  that  the  question  of  using  people  who  are 
donating  blood  as  potential  marrow  donors  is  a  good  one.  I  would 
certainly  like  to  hear  from  Dr.  Graves  and  others  who  have  prob- 
ably explored  these  options.  I  think  it  is  a  potential  source  of  an 
awful  lot  of  new  volunteers. 

Senator  Gore.  If  I  could  comment  on  this. I  think  it  does  make 
good  sense  to  approach  blood  donors  about  bone  marrow  donation, 
and  putting  donor  cards  on  the  back  of  drivers  licenses  has  been  an 
extremely  helpful  public  education  tool,  but  the  committee  needs  to 
look  at  the  real  bottleneck  here,  which  is  the  cost  of  the  tissue 
typing.  We  need  an  extra  $4  million  to  do  the  tissue  typing  on 
those  extra  donors  we  are  trying  to  recruit  now.  If  we  suddenly  had 
millions  of  new  donors  from  the  blood  donation  program,  you 
would  be  faced  with  a  much  larger  expense  of  tissue  typing  all  of 
those  or  else  just  leaving  the  blood  sample  somewhere  until  you 
could  get  to  them.  That  is  really  the  bottleneck.  It  is  about  $100 
per  tissue  typing. 

Second,  private  insurers  do  not  cover  the  cost  for  the  donor,  even 
though  it's  a  small  cost.  And  they  should.  And  so  I  would  urge  the 
committee  to  also  look  at  that  bottleneck. 

Senator  Metzenbaum.  If  there  were  greater  volume,  could  we 
bring  the  cost  of  the  tissue  typing  down? 

Senator  Gore.  Absolutely. 

Mr.  Young.  Senator,  there  is  reason  to  believe  that  the  cost  can 
be  brought  down.  Different  experiments  are  being  done  now,  re- 
search in  finding  better  ways  to  do  the  typing. 

The  truth  of  the  matter  is,  though,  that  we  really  ought  to  be 
appropriating  more  than  the  $14  million  because  the  $14  million 
takes  care  of  typing  four  of  the  six  antigens,  and  then  if  the  four 
match  up  with  four  of  the  patient,  then  you  have  go  to  back  and 
type  all  of  those  again  who  have  the  first  four. 

We  would  really  be  smarter,  I  think,  in  the  long  run  to  do  the  six 
antigen  typings  all  at  one  time.  That  makes  it  a  little  more  expen- 
sive per  typing,  but  it  saves  the  added  expense  later  on,  and  it 
could  save  months  in  the  process. 

So  I  think  that  is  important. 

To  your  specific  question,  the  St.  Petersburg  Community  Blood 
Bank  has  286  blood  donors  today  who  have  asked  that  their  blood 
be  typed,  that  their  tissue  be  typed  for  the  HLA  typing,  but  the 
money  at  this  point  hasn't  been  there.  That's  why  we  have  devel- 
oped the  program  there  of  getting  industries  to  help  defray  the 
cost. 

We  even  had  one  private  individual  who  gave  us  $100  million 
worth  of  computer  equipment  because  he  wanted  to  be  part  of  this 
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great  effort.  And  while  the  unrelated  bone  marrow  transplant  is 
relatively  new,  only  about  four  years  old,  and  the  first  one  done 
through  the  registry  was  in  December  of  1987,  it  has  really  caught 
on,  and  the  media  has  done  a  very  good  job  in  helping  spread  the 
story  of  bone  marrow  transplantation. 

Your  ideas,  I  think,  are  excellent,  and  Florida  also  does  have  an 
organ  transplant  arrangement  when  getting  your  drivers  license. 

Senator  Metzenbaum.  Thank  you. 

Thank  you,  Mr.  Chairman. 

The  Chairman.  Senator  Mikulski. 

Senator  Mikulski.  Senator  Kennedy,  I  just  wanted  to  comment 
along  with  my  colleagues,  who,  as  Congressman  Fazio  said,  I  work 
with  in  the  House  on  this.  These  three  Members  of  the  Congress 
have  taken  both  an  individual  interest  as  well  as  an  individual 
strategy  and  turned  their  efforts  into  a  public  policy  effort  that  has 
been  really  sustained  over  a  significant  amount  of  time.  Senator 
Gore  and  I  were  in  the  Energy  and  Commerce  Committee,  where 
when  he  advocated  his  Organ  Transplant  Act,  I  was  the  one  that 
established  the  first  Federal  bone  marrow  registry  in  1986. 

I  just  wanted  to  share  with  the  committee  some  insights.  First, 
this  problem  came  to  my  attention  not  from  a  think-tank,  not  from 
public  policy  advocates,  but  it  came  to  me  because  of  a  determined 
dad,  a  determined  dad  in  Baltimore  who  called  me  to  talk  about  his 
concern.  And  I  find  that  most  of  the  energy,  most  of  the  momen- 
tum, most  of  the  ideas,  most  of  the  effort,  most  of  the  activity,  and 
most  of  the  advocacy  comes  not  from  people  involved  in  traditional 
health  and  policymaking,  but  come  from  highly  determined  dads 
and  highly  motivated  moms.  It  is  the  moms  and  dads  that  have 
made  the  marrow  registry  work  to  the  extent  that  it  has. 

That  was  number  one.  And  I  think  we  might  have  to  light  a 
little  fire  under  the  traditional  structures  that  we  have  here  to 
move  this  legislation.  That  was  number  one. 

Number  two,  what  we  also  found,  even  from  1986  and  it  contin- 
ues now,  the  continued  turf  warfare  over  who  does  the  registry  and 
who  keeps  track.  Everybody  wants  to  be  ''the"  national  center. 
What  we  are  talking  about,  and  I  believe  our  colleagues  have  advo- 
cated, is  there  is  room  for  everybody.  There  is  so  much  work  to  be 
done,  so  much  testing,  so  much  research,  so  much  matching  up.  It 
doesn't  matter  who  is  ''the"  national  registry.  In  fact,  perhaps  we 
shouldn't  have  one,  we  should  have  "the"  national  network  linking 
up  all  of  these  individual  ones. 

I  would  hope  that  again  through  our  concerns  here  we  would 
begin  to  put  aside  the  turf  warfare  that  has  gone  on. 

Last  but  not  at  all  least,  this  is  an  evolving  science.  It  is  not  a 
fixed  science.  We  know  more  today  than  we  knew  before  because  of 
the  fine  scientists  in  the  field  and  the  experiences  that  have  come. 

What  we  now  know  is  the  lack  of  certain  minority  constituents 
represented.  The  need  to  recruit  volunteers  has  been,  in  some 
ways,  the  least  of  our  concerns.  The  fact  that  we  need  to  pay  for 
testing  is  something  that  we  did  not  anticipate,  that  is,  the  extent 
that  it  would  be  needed  when  we  first  created  the  program. 

So,  Mr.  Chairman,  this  has  been  a  long  road,  and  I  would  like  to 
thank  my  colleagues  for  their  efforts  and  also  those  determined 
dads  and  the  motivated  moms  which  I  know  we  will  be  meeting.  I 
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would  hope  we  would  look  at  not  only  funding  but  the  ending  of 
the  turf  warfare  and  know  that  every  day  we  are  going  to  learn 
something  new  and  every  day  we  will  learn  something  that  will 
help  us  make  it  better. 

The  Chairman.  Thank  you  very  much.  We  will  look  forward  to 
working  with  you  as  we  reauthorize  the  legislation.  We  appreciate 
it. 

Our  next  panel  is  composed  of  citizens  who  are  currently  in- 
volved in  searches  for  suitable  unrelated  bone  marrow  donors,  and 
I  deeply  appreciate  their  willingness  to  share  their  personal  experi- 
ences with  us. 

We  are  pleased  to  welcome  Ms.  Sandy  Mortensen;  the  Green 
family  from  Fairfax,  VA,  Ms.  Kathy  Barrett;  and  Mr.  Alvin  Atlas 
and  his  family  from  Bethesda,  MD. 

We  will  lead  off  with  Ms.  Mortensen.  And  Ms.  Mortensen  has  or- 
ganized the  Help  Jocelyn  Fund  in  an  effort  to  find  a  suitable  donor 
for  the  daughter  of  a  friend,  5-year-old  Jocelyn  Green.  Jocelyn  is 
here  with  her  mother  Suzanne. 

Jocelyn,  I  am  glad  you  have  a  chance  to  be  here  today. 

Ms.  Mortensen.  Senator,  Jocelyn  wants  to  give  you  something. 

The  Chairman.  You  have  something  for  me,  Jocelyn?  You  come 
over  here.  You  can  come  right  over  here  now  and  say  hello.  We 
had  a  little  chat  before  about  foxes  and  bunnie  rabbits,  which  we 
like  best. 

Have  you  been  out  here  drawing  this  picture?  Are  you  going  to 
tell  me  about  it?  Look  at  this.  Look  how  big  this  person  is.  [Laugh- 
ter.] 

Senator  Mikulski.  And  how  slim.  [Laughter.] 

The  Chairman.  This  is  a  big  person  here,  but  he's  got  a  smile  on. 
Doesn't  he  have  a  smile?  And  she's  got  a  smile;  Jocelyn  has  got  a 
smile  too.  Have  you  got  a  smile  for  me?  That  is  so  nice. 

Well,  if  you  would  like  to,  Jocelyn,  you  can  either  stay  in  the 
hearing  or  you  can  go  outside  and  color  a  little  more.  I  want  to  see 
that  fox  and  the  bunnie  rabbit  you  told  me  about,  before  you  leave 
here  this  morning. 

OK.  Thank  you.  Do  you  want  me  to  draw  you  a  picture?  [Laugh- 
ter.] 

We'll  see. 

Well,  as  I  mentioned,  I  will  ask  Senator  Mikulski  to  introduce 
some  very  special  people  from  her  own  State  in  just  a  moment. 
Just  in  a  general  sense,  I  want  to  tell  you  how  much  we  appreciate 
your  sharing  these  experiences  with  us.  As  someone  who  has  had 
some  anxiety  in  my  own  life,  talking  about  children  and  their  chal- 
lenges, in  this  case  cancer,  we  know  it's  awfully  difficult  to  talk 
about  our  own  personal  tragedies,  and  I  think  that  that  is  an  in- 
herent kind  of  a  sense  that  all  of  us  have  in  terms  of  personal  pri- 
vacy. But  I  think  all  of  you  have  faced  that  kind  of  personal  anxie- 
ty, and  because  you  have.  Lord  knows  you  have  saved  a  lot  of  lives 
and  made  a  very  important  contribution  to  increase  the  awareness 
of  many  of  our  fellow  citizens  about  this  challenge  as  well  as  the 
opportunity.  So  we  will  move  ahead  and  we  will  start  off  with  Ms. 
Mortensen. 
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STATEMENTS  OF  SANDY  MORTENSEN,  FAIRFAX,  VA,  ACCOMPA- 
NIED BY  JOCELYN  GREEN;  ALVIN  S.  ATLAS,  BETHESDA,  MD; 
AND  KATHY  BARRETT,  WOODBRIDGE,  VA 

Ms.  MoRTENSEN.  Good  moming,  Mr.  Chairman,  other  members 
of  the  Labor  and  Human  Resources  Committee.  My  name  is  Sandy 
Mortensen.  I  am  a  volunteer  to  assist  the  Greens  in  finding  a  bone 
marrow  transplant  donor  for  their  five-year-old  daughter,  Jocelyn 
Dawn  Green.  Jocelyn  was  adopted  by  the  Greens  August  16,  1985, 
through  the  Prince  George's  County  Department  of  Social  Services, 
Prince  George's  County,  Maryland.  The  Greens's  only  other  child, 
Jason,  two  years  old,  was  also  adopted  through  Prince  George's 
County  Department  of  Social  Services.  They  are  not  biological 
brother  and  sister. 

Mr.  Green  wanted  to  appear  and  speak  to  you  himself,  but  due  to 
the  sensitive  nature  of  his  job  with  the  United  States  Department 
of  Justice,  he  is  not  allowed  to  do  so.  Mr.  Green  requested  that  I 
relate  the  following  to  you: 

On  January  24,  1990,  Jocelyn  was  taken  to  her  pediatrician  be- 
cause she  had  symptoms  of  a  cold.  While  there,  Jocelyn  was  given 
a  routine  physical  examination.  Her  doctor  discovered  her  spleen 
and  liver  were  enlarged.  As  a  precaution,  he  ordered  a  blood  test. 
Later  that  day,  the  doctor  advised  the  Greens  Jocelyn  had  a  high 
white  blood  cell  count.  He  stated  he  wanted  her  admitted  to 
Georgetown  University  Hospital  immediately. 

Further  examination  at  Georgetown  disclosed  that  Jocelyn  has 
chronic  myelogenous  leukemia,  or  CML.  The  doctors  at  Georgetown 
advised  us  that  this  disease  can  be  treated  for  up  to  three  years 
with  chemotherapy,  but  her  only  chance  of  survival  is  a  bone 
marrow  transplant.  Jocelyn's  best  chance  of  surviving  the  trans- 
plant is  within  this  year. 

On  January  30,  1990,  the  Greens  met  with  representatives  of  the 
bone  marrow  transplant  unit  of  the  Vince  Lombardi  Cancer  and 
Research  Center  at  Georgetown  University  Hospital.  The  Greens 
asked  what  would  have  to  be  done  to  set  up  testing  sites  to  find  a 
donor  for  Jocelyn.  They  were  referred  to  an  organization  named 
Lifesavers.  They  were  also  told  that  the  largest  bone  marrow  donor 
registry  was  located  in  London,  England.  It  was  further  advised 
that  the  National  Bone  Marrow  Registry  was  maintained  by  the 
National  Institutes  of  Health.  At  that  time  they  were  not  advised 
of  the  American  Bone  Marrow  Registry  or  any  others. 

I  personally  contacted  the  Lifesavers  organizations  on  three  sepa- 
rate occasions,  at  three  different  telephone  numbers,  for  the 
Greens.  I  informed  them  that  I  was  trying  to  set  up  testing  sites  for 
Jocelyn,  who  has  CML.  Each  time,  I  was  told  someone  from  the 
Lifesavers  organization  would  contact  me.  I  am  still  waiting  for 
that  call. 

The  numbers  I  called  are  800-999-8822,  818-967-8425,  and  818- 
967-1500.  I  complained  to  the  National  Institutes  of  Health  regard- 
ing the  lack  of  response.  An  individual  at  NIH  advised  me  that 
Lifesavers  would  be  contacted  for  us.  Again,  we  have  received  no 
response  to  date. 

Joanne  Johnson,  another  leukemia  victim,  who  died  recently, 
was  a  patient  at  Georgetown  University  Hospital.  During  the 
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period  of  time  that  Jocelyn  was  an  inpatient,  Howard  Johnson,  her 
father,  was  aware  of  the  Green's  wanting  to  start  their  own  search 
for  their  daughter.  Mr.  Johnson  stated  he  too  had  been  steered  to 
the  Lifesavers  organization.  He  talked  of  having  a  horrible  experi- 
ence with  Lifesavers.  He  recommended  contacting  Joan  Keller, 
president  of  the  American  Bone  Marrow  Donor  Registry  in  Mande- 
ville,  Louisiana.  He  stated  that  Lifesavers  required  a  large  down 
payment  prior  to  assisting  in  setting  up  testing  sites.  He  added  that 
the  American  Bone  Marrow  Donor  Registry  did  not  require  a  down 
payment. 

He  further  advised  us  that  Lifesavers  charged  $75  per  test,  and 
the  American  Bone  Marrow  Donor  Registry  charged  $60  per  test. 
Based  upon  Mr.  Johnson's  recommendations,  I  contacted  the  Amer- 
ican Bone  Marrow  Donor  Registry  for  the  Greens.  No  one  at 
Georgetown  University  Hospital,  the  Vince  Lombardi  Cancer  and 
Research  Center  or  the  National  Institutes  of  Health  ever  men- 
tioned the  American  Bone  Marrow  Donor  Registry  to  the  Greens  or 
to  me. 

All  patients  should  be  made  aware  of  all  donor  registries  upon 
finding  out  they  need  a  transplant.  There  are  three  reasons  we 
agreed  to  work  with  the  American  Bone  Marrow  Donor  Registry: 
They  agreed  to  work  with  us  without  a  down  payment;  the  cost  of 
each  bone  marrow  test  is  $15  less  than  Lifesavers';  and  Lifesavers 
never  contacted  us. 

We  have  determined  that  there  are  less  than  7,000  African 
Americans  registered  as  bone  marrow  donors  in  the  world.  We 
have  been  told  that  the  odds  of  an  African  American  finding  an 
unrelated  bone  marrow  donor  in  the  general  population  of  African 
Americans  is  one  in  20,000.  We  are  trying  to  add  20,000  African 
Americans  to  the  donor  registries.  At  $60  per  test,  the  cost  would 
be  $1,200,000  to  accomplish  this. 

The  burden  of  raising  the  moneys  to  cover  this  huge  undertaking 
is  the  responsibility  of  the  Greens,  simply  because  they  are  trying 
to  save  their  daughter's  life. 

The  medical  technology  exists  to  save  Jocelyn  or  anyone  who  has 
a  terminal  blood  disease.  Unfortunately,  the  cost  is  prohibitive  to 
almost  any  family  wishing  to  save  their  loved  one.  No  family 
should  have  go  to  through  this.  There  should  be  a  Government  pro- 
gram enacted  to  cover  the  cost  of  testing  every  American. 

Mr.  Green  told  me  personally  there  is  not  a  child  or  family  he 
would  not  help  if  the  same  circumstances  befell  them.  He  already 
has  reached  out  to  other  families.  No  matter  the  results  for  Joce- 
lyn, he  has  dedicated  his  life  to  registering  donors  for  everyone,  no 
matter  what  race,  creed,  or  color. 

Throughout  all  this,  Jocelyn's  father  continues  to  work  on  a 
daily  basis  for  the  United  States  Government  and  help  behind  the 
scenes  to  save  Joceljni's  life.  President  Bush  and  Richard  Thorn- 
burgh,  the  attorney  general,  encourage  adoption  versus  abortion. 
As  an  employee  of  the  Justice  Department,  Mr.  Green  is  seeking 
support  from  you,  the  people  he  works  for. 

Thank  you. 

The  Chairman.  Thank  you  very,  very  much. 

I  will  ask  Senator  Mikulski  to  introduce  our  next  witness. 

Senator  Mikulski.  Well,  thank  you,  Mr.  Chairman. 
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I  would  like  to  welcome  both  parents  and  the  Atlas  family  here 
as  well  as  Ms.  Mortensen  for  the  work  that  she  is  doing. 

Mr.  Chairman,  in  Maryland  we  have  had  several  people  die  that 
have  come  to  our  attention  while  they  sought  bone  marrow  trans- 
plants. Most  recently  was  Joanne  Johnson,  an  African  American,  a 
young  woman  in  Silver  Spring,  Maryland.  Another  family  in  Balti- 
more. And  here  today  we  have  the  Atlas  family,  who  is  fighting 
mightily  to  save  their  daughter.  And  I  would  like  just  to  introduce 
them  to  you.  Mr.  and  Mrs.  Atlas  live  in  Maryland.  Their  daughter 
was  diagnosed  as  having  leukemia,  and  their  cultural  background 
is  Jewish,  and  when  they  went  to  find  a  bone  marrow  donor,  they 
found  that  the  resources  in  the  list  was  far  more  skimpy  than  they 
had  originally  believed. 

They  then  put  out  a  call  for  volunteers.  But,  Mr.  Chairman,  I 
think  that  Mr.  Atlas,  who  will  speak  in  behalf  of  his  family,  will 
tell  you  that  the  habits  of  the  heart  are  alive  and  well  in  the 
United  States  of  America  when  it  comes  to  finding  donors.  The 
habits  of  the  heart  are  alive  and  well  because  one  day  in  one  syna- 
gogue, 720  people  were  tested,  400  were  turned  away  not  because  of 
a  lack  of  interest  but  because  they  just  couldn't  be  processed. 

Since  then,  over  23,000  people  have  been  tested  for  the  Atlas 
family  alone.  They  are  the  ones  who  sought  the  donors,  who  set  up 
the  programs  and  so  on.  He  will  tell  you  about  their  experiences. 
And  I  want  to  welcome  him,  his  wife  Arlene,  their  son  Larry,  be- 
cause what  they  once  again  are  doing  while  they  fight  to  save  their 
daughter  Allison,  what  they  are  also  doing  is  leading  the  way  with 
what  the  bone  marrow  program  should  be. 

So,  to  a  dedicated  dad  and  a  motivated  mom  and  to  all  those 
wonderful  volunteers  who  were  willing  to  not  only  show  up  but  put 
up  because  a  bone  marrow  transplant  is  indeed  a  painful  procedure 
to  undergo,  but  they  are  willing  to  do  it.  And  what  we  lack  is  not 
the  number  of  people  who  will  volunteer  but  the  wallet  to  make 
sure  that  it's  available. 

So  you  are  going  to  hear  from  a  wonderful  man  who  has  taken 
again  his  personal  situation  and  really  made  a  significant  public 
contribution. 

The  Chairman.  Mr.  Atlas. 

Mr.  Atlas.  Mr.  Chairman,  on  a  hot  day  last  August  my  daughter 
Allison  fainted  while  visiting  with  a  neighbor.  Almost  as  an  after- 
thought, she  went  to  the  doctor.  Two  days  later  we  learned  the  dev- 
astating news  that  she  had  leukemia.  In  the  weeks  that  followed, 
we  saw  many  different  doctors.  They  all  said  the  same  thing:  There 
is  no  therapy  for  Allison's  leukemia  but  there  is  a  cure,  a  bone 
marrow  transplant. 

Since  siblings  offer  the  best  chance  of  providing  compatible 
marrow,  Allison's  brother  and  sister  were  tested.  They  matched 
each  other,  but  not  Allison.  We  then  tested  100  relatives  in  our 
home,  hoping  to  find  a  matching  relative.  Still,  no  match  was 
found. 

At  that  point  we  were  worried  but  not  panicked.  The  doctors  told 
us  that  transplants  from  unrelated  donors  enjoyed  a  very  high  rate 
of  success.  They  also  told  us  that  the  National  Marrow  Donor  Pro- 
gram had  a  registry  of  57,000  donors.  We  were  sure  that  among 
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those  57,000  there  would  be  a  matching  donor  for  Allison.  We  were 
wrong.  There  was  no  match. 

That  came  as  quite  a  shock  to  us,  but  not  to  the  doctors.  It  was 
only  after  searching  the  registry  that  we  learned  that  over  three- 
quarters  of  those  who  search  the  registry  for  a  donor  come  up 
empty-handed  because  the  chances  of  two  unrelated  people  having 
compatible  marrow  are  one  in  20,000. 

We  were  told  that  a  registry  with  57,000  names  was  simply  too 
small  to  satisfy  all  but  a  few  who  depended  upon  it  for  their  surviv- 
al. Learning  that  there  was  no  match  for  Allison  in  the  registry 
was  a  big  shock.  Learning  that  the  Government  has  set  up  the  Na- 
tional Marrow  Donor  Program  but  had  not  bothered  to  provide 
funds  for  testing  was  a  much  bigger  shock. 

We  did  two  things:  We  appealed  to  the  President  to  apply  discre- 
tionary HHS  funds  for  testing.  We  also  started  testing  on  our  own. 

On  November  19,  1989,  in  the  Washington  suburbs,  we  held  our 
first  mass  testing.  Friends  and  relatives  put  up  posters  and  helped 
recruit  potential  donors.  We  called  upon  local  radio  stations  to  pub- 
licize the  place  and  time  of  the  testing.  We  expected  a  couple  of 
hundred  people  to  turn  out  to  take  the  simple  blood  test  that  is  the 
first  step  in  determining  if  someone  is  a  compatible  donor.  We 
tested  720  people  that  day  and  turned  400  away. 

Since  that  first  testing  four  months  ago,  we  have  tested  over 
23,000  people.  Our  testing  has  increased  the  size  of  the  National 
Marrow  Donor  Program  registry  by  over  40  percent.  We  have  not 
yet  found  a  match  for  Allison.  But  we  are  told  that  through  our 
efforts  have  produced  over  100  preliminary  matches  for  others 
awaiting  transplants. 

We  have  held  testings  from  Vermont  to  Florida.  Everywhere  we 
go  we  are  greeted  with  more  people  who  want  to  be  tested  than  can 
be  accommodated  on  a  single  afternoon  or  evening.  The  problem  is 
not  finding  donors,  the  problem  is  finding  money.  Each  test  costs 
$75.  We  have  raised  and  spent  $1.5  million.  From  week  to  week  we 
never  know  if  we  will  raise  enough  money  to  pay  for  the  tests  we 
have  scheduled  or  will  have  to  cancel  them  instead.  Although  we 
ask  for  donations  from  the  people  we  test,  we  never  turn  anyone 
away  who  is  unable  or  unwilling  to  pay. 

Since  we  raise  at  a  test  site  only  15  to  20  percent  of  the  costs  of 
the  tests,  we  have  had  to  go  public  to  raise  money.  Having  a  child 
with  cancer  is  the  worst  nightmare  any  parent  can  imagine.  I 
would  do  anything  to  save  my  daughter's  life.  But  there  are  no 
words  that  adequately  express  my  outrage  at  having  to  ask  a  dying 
child  to  do  an  interview  or  pose  for  photographs  because  her  sur- 
vival and  the  survival  of  countless  others  depends  on  the  contribu- 
tions generated  by  media  coverage. 

I  have  been  told  by  a  member  of  the  board  of  directors  of  the  Na- 
tional Marrow  Donor  Program  that  many  of  the  board  members  do 
not  feel  it  is  vital  to  provide  funds  for  testing.  Instead,  they  want  to 
build  the  registry  on  the  backs  of  dying  children  and  their  families. 
This  is  wrong.  I  don't  know  how  much  time  Allison  has  left  or  if  we 
will  find  a  donor  to  save  her.  She  should  be  at  home,  conserving 
her  strength  and  spending  time  with  her  family,  not  worrying 
about  raising  money  and  doing  interviews. 
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Before  we  started  testing  in  November,  I  wrote  the  President  and 
asked  him  to  make  Federal  funds  available  for  testing.  In  Febru- 
ary, he  sent  us  a  response,  and  he  said  he  would  be  keeping  us  in 
his  prayers.  Prayers  alone  will  not  save  Allison  or  the  9,000  people 
a  year  who  die  for  lack  of  a  compatible  marrow  donor. 

The  President  told  us  in  his  letter  he  was  directing  HHS  and  the 
National  Heart,  Lung  and  Blood  Institute  to  do  everything  they 
could  within  available  resources  to  assist  those  needing  a  marrow 
donor.  The  bureaucrats  wasted  no  time  coming  up  with  a  disap- 
pointing response.  Three  days  after  the  President'  letter,  the  direc- 
tor of  the  National  Heart,  Lung  and  Blood  Institute,  Dr.  Claude 
Lenfant,  wrote  Bart  Fisher,  who  is  a  member  of  the  board  of  the 
National  Marrow  Donor  Program,  to  inform  him  that  no  NIH 
funds  were  available  for  testing.  And  Secretary  Sullivan  has  not 
even  bothered  to  respond  to  a  letter  from  Senator  Mikulski  asking 
for  help. 

Unless  Congress  takes  matters  into  its  own  hands,  things  will  get 
worse  before  they  get  better.  Before  a  recent  meeting  of  the  board 
of  directors  of  the  National  Marrow  Donor  Program,  Dr.  Lenfant 
told  the  board  that  their  budget  would  be  frozen  at  $3.6  million  and 
that  the  $2  million  that  the  board  had  expected  to  be  made  avail- 
able by  NIH  for  testing  would  not  be  forthcoming.  In  fact,  Lenfant 
also  eliminated  from  next  year's  budget  the  $90,000  that  had  been 
made  available  this  year  for  minority  testing. 

Marrow  transplants  are  a  proven,  cost-effective  cure  for  several 
types  of  leukemia  and  other  blood  diseases.  Years  of  Government- 
funded  medical  research  has  perfected  this  procedure  to  the  point 
where  it  can  be  applied  on  a  large  scale.  Congress  funds  billions  of 
dollars  of  medical  research  through  NIH  each  year  in  the  hopes  of 
developing  and  perfecting  breakthroughs  like  marrow  transplants. 
What  is  the  point  of  giving  NIH  all  that  money  if  the  agency  is 
unwilling  to  commit  a  small  fraction  of  those  funds  to  making 
these  breakthroughs  available  to  the  people  who  need  them? 

In  the  past  several  months,  we  have  been  in  contact  with  several 
other  families  who  are  looking  for  donors.  In  the  past  month  alone, 
four  of  those  families  ran  out  of  time  and  had  to  bury  a  loved  one. 
Meanwhile,  the  National  Marrow  Donor  Program  and  the  regional 
centers  which  feed  data  into  the  system  have  failed  to  gear  up  the 
process  of  donor  information  that  our  drives  have  been  generating. 

Since  the  beginning  of  March,  I  have  received  calls  from  ten 
people  who  were  tested  at  our  first  drives  which  occurred  in  mid- 
November.  They  call  to  say  that  they  have  just  been  called  back  in 
for  further  testing  because  they  were  potential  matches  for  people 
needing  transplants.  These  people  were  elated  because  they  want 
to  be  donors.  I  was  horror-stricken  because  over  three  months  had 
elapsed  between  the  time  they  were  tested  and  the  time  their 
names  and  typing  entered  the  system. 

I  called  Dr.  Lenfant.  He  told  me  that  the  ten  people  I  was  refer- 
ring to  have  been  in  the  system  for  some  time.  He  said  they  were 
now  being  called  back  in  for  further  testing  because  they  all  turned 
up  as  potential  matches  for  one  new  leukemia  victim  who  had  just 
initiated  a  search.  That  cannot  be  the  case.  All  ten  of  these  people 
have  very  different  typing. 
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Delays  are  occurring,  and  these  delays  are  killing  people.  I  wish  I 
was  eloquent  enough  to  express  the  anguish  I  feel  when  I  think  of 
dying  children  and  young  adults  and  piles  of  unprocessed  test  re- 
sults sitting  on  a  floor  somewhere  for  want  of  clerical  help  to  proc- 
ess the  data.  The  extremely  small  staffs  at  NIH,  the  other  local 
donor  centers,  and  the  National  Marrow  Donor  Program  who  are 
responsible  for  entering  the  data  and  calling  people  in  for  further 
testing  are  working  heroically  to  keep  up.  But  they  are  simply 
overwhelmed.  They  need  help,  and  they  need  it  now. 

There  is  talk  of  instituting  the  use  of  scanning  equipment  to 
speed  up  the  process.  But  that  is  months  or  maybe  years  away. 
Meanwhile,  25  people  a  day  die  whose  lives  could  be  saved.  To 
create  the  National  Marrow  Donor  Program  without  funds  to  test 
donors  is  to  create  nothing  more  than  a  cruel  illusion.  You  can 
make  this  program  work  only  by  appropriating  emergency  funds 
for  testing.  You  can  make  this  program  work  only  by  insisting  that 
NIH  use  a  small  fraction  of  the  billions  you  gave  them  to  make  the 
miracle  of  a  marrow  transplant  available  to  the  9,000  people  a  year 
who  need  one  in  order  to  live. 

Finally,  you  can  make  this  program  work  only  by  requiring  the 
National  Marrow  Donor  Program,  NIH,  and  the  donor  centers  to 
immediately  staff  their  operations  with  enough  people  to  put 
donors  into  the  system  without  any  delay.  I  beg  you  to  do  some- 
thing to  save  these  people.  They  are  so  close  to  a  cure  and  yet  so 
close  to  death.  You  are  their  only  hope. 

Thank  you  very  much. 

[The  prepared  statement  of  Mr.  Atlas  follows:] 
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PREPARED  STATEMENT  OF  ALVIN  S.  ATLAS 

On  a  hot  day  last  August,  my  daughter  Allison  fainted  while  visiting  with  a 
neighbor.  Almost  as  an  afterthought,  she  went  to  the  doctor.  Two  days  later  we 
learned  the  devastating  news  that  she  had  leukemia. 

In  the  weeks  that  followed  we  saw  many  different  doctors.  They  all  said  the 
same  thing.  There  is  no  therapy  for  Allison's  leukemia,  but  there  is  a  cure  -  a  bone 
marrow  transplant.  Since  siblings  offer  the  best  chance  of  providing  compatible  marrow, 
Allison's  brother  and  sister  were  tested.  They  matched  each  other  -  but  not  Allison. 
We  then  tested  a  hundred  relatives  in  our  home,  hoping  to  find  a  matching  relative. 
Still  no  match  was  found. 

At  that  point  we  were  very  worried,  but  not  panicked.  The  doctors  told  us  that 
transplants  from  unrelated  donors  enjoyed  a  very  high  rate  of  success.  They  also  told  us 
that  the  National  Marrow  Donor  Program  had  a  registry  of  57,000  donors.  We  were 
sure  that  among  those  57,000  there  would  be  a  matching  donor  for  Allison.  We  were 
wrong.  There  was  no  match.  That  came  as  quite  a  shock  to  us,  but  not  to  the  doctors. 
It  was  only  after  searching  the  registry  that  we  learned  that  over  three-quarters  of  those 


44 


who  search  tb^  registry  for  a  donor  come  up  empty-  handed.  Because  the  chances  of 
two  unrelated  people  having  compatible  marrow  are  1  in  20,000,  we  were  told  that  a 
registry  with  57,000  names  was  sin^>ly  too  small  to  satisfy  all  but  a  few  who  depended 
upon  it  for  their  survival. 

Learning  that  there  was  no  match  for  Allison  in  the  registry  was  a  big  shock. 
Learning  that  the  Government  had  set  up  the  National  Marrow  Donor  Program  but  had 
not  bothered  to  provide  funds  for  testing  was  a  bigger  shock.  We  did  two  things.  We 
appealed  to  the  President  to  apply  discretionary  HHS  funds  for  testing.  We  also  started 
doing  testing  on  our  owtl 

On  November  19,  1989  in  the  Washington  suburbs  we  held  our  first  mass  testing. 
Friends  and  relatives  put  up  posters  and  helped  recruit  potential  donors.  We  called 
upon  local  radio  stations  to  publicize  the  place  and  time  of  the  testing.  We  expected  a 
couple  of  hundred  people  to  turn  out  to  take  the  simple  blood  test  that  is  the  first  step 
in  determining  if  someone  is  a  compatible  donor.  We  tested  720  people  that  day;  and 
turned  another  400  away. 

Since  that  first  testing  four  months  ago  we  have  tested  over  23,000  people.  Our 
testing  has  increased  the  size  of  the  National  Marrow  Donor  Program  registry  by  over 
40%  in  four  months.  We  have  not  yet  found  a  match  for  AllisorL  But  we  are  told  that 
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our  efforts  have  produced  over  100  preliminary  matches  for  others  awaiting  transplants. 

We  have  held  testings  from  Vermont  to  Florida.  Everywhere  we  go  we  are 
greeted  with  more  people  who  want  to  be  tested  than  can  be  accommodated  on  a  single 
afternoon  or  evening.  The  problem  is  not  finding  donors.  The  problem  is  finding 
money. 

Each  test  costs  $75.  We  have  raised  and  spent  over  $1.5  million.  From  week  to 
week  we  never  know  if  we  will  raise  enough  money  to  pay  for  the  tests  we  have 
scheduled  for  the  following  week  or  will  have  to  cancel  them  instead.  Although  we 
solicit  donations  from  the  people  we  test,  we  never  turn  away  anyone  who  is  unable  to 
pay  for  his  or  her  test. 

Since  we  raise  at  a  test  site  only  15%  to  20%  of  the  cost  of  the  tests,  we  have 
had  to  "go  public"  to  raise  money.  I  would  do  anything  to  save  my  daughter's  life.  But 
there  are  no  words  that  adequately  express  my  outrage  at  having  to  ask  a  dying  child  to 
do  an  interview  or  pose  for  photographs  because  her  survival  (and  the  survival  of 
countless  others)  depends  on  the  contributions  generated  by  media  coverage. 

I  have  been  told  by  a  member  of  the  board  of  directors  of  the  National  Marrow 
Donor  Program  that  many  of  the  board  members  do  not  feel  it  is  vital  to  provide  funds 
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for  testing.  Instead,  they  want  to  build  the  registry  on  the  backs  of  dying  children  and 
their  families.  This  is  wrong.  I  don't  know  how  much  time  Allison  has  left  or  if  we  will 
find  a  donor  m  time  to  save  her.  She  should  be  at  home  conserving  her  strength  and 
speAding  time  with  her  family;  not  worrying  about  raising  money  and  doing  interviews. 

Before  we  started  testing  in  November  I  wrote  the  President  and  asked  him  to 
make  federal  funds  available  for  testing.  In  February  he  sent  us  a  response  and  said  he 
will  be  keeping  us  in  his  prayers.  Prayers  alone  will  not  save  Allison  or  the  9,000  people 
a  year  who  die  for  lack  of  a  compatible  marrow  donor. 

The  President's  letter  (See  Attachment  A)  refers  to  people  with  "unconunon 
tissue  types  for  whom  matches  have  not  yet  been  found."   There  are  thousands  of  tissue 
types;  all  are  uncommon  and  only  a  fraction  of  people  needing  donors  find  a  match  in 
the  present  registry. 

The  President's  letter  refers  to  the  need  for  laboratories  in  addition  to  funds  and 
implies  that  money  alone  will  not  solve  the  problem.  He  is  wrong.  The  laboratoiy 
capacity  exists  -  we  can  test  2,000  people  a  week  at  our  own  drives  without  difficulty 
and  have  doubled  the  number  on  at  least  one  occasion. 

The  President  told  us  in  his  letter  that  he  was  directing  HHS  and  the  National 
Heart,  Lung  and  Blood  Institute  to  do  everything  they  could  within  available  resources 
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to  assist  those  needing  a  marrow  donor.  The  bureaucrats  wasted  no  time  coming  up 
with  a  dissq>p(Hnting  response.  Three  days  after  the  President's  letter,  the  Director  of 
the  National  Heart,  Lung  and  Blood  Institute,  Dr.  Claude  Lenfant,  wrote  Bart  Fisher,  a 
member  of  the  board  of  the  National  Marrow  Donor  Program,  to  inform  him  that  no 
NIH  funds  were  available  for  testing.  (See  Attachment  B) 

Unless  Congress  take^  matters  into  its  own  hands  things  will  get  worse  before 
they  get  better.  Before  a  recent  meeting  of  the  Board  of  Directors  of  the  National 
Marrow  Donor  Program,  Dr.  Lenfant  told  the  Board  that  their  budget  would  be  frozen 
at  $3.6  million  and  that  the  $2  million  the  Board  had  expected  to  be  made  available  by 
NIH  for  testing  would  not  be  forthcoming.  In  fact,  Lenfant  also  eliminated  from  next 
year's  budget  the  $90,000  that  had  been  made  available  this  year  for  minority  testing. 

Marrow  transplants  are  a  proven,  cost-effective  cure  for  several  types  of  leukemia 
and  other  blood  diseases.  Years  of  government  funded  medical  research  has  perfected 
this  procedure  to  the  point  where  it  can  be  applied  on  a  large  scale.  Congress  funds 
billions  of  dollars  of  medical  research  through  NIH  each  year  in  the  hopes  of  developing 
and  perfecting  breakthroughs  like  marrow  transplants.  What  is  the  point  of  giving  NIH 

all  that  moRgy  if  the  aggnty  is  unwilling  to  commit  a  small  fractjon  of  thosg  ftmds  (less 
than  IQ  cents  per  Amgrican)  to  making  these  breakthroughs  available  to  the  people  who 
need  them? 
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In  the  last  several  months  we  have  been  in  contact  with  several  other  families 
who  are  looking  for  donors.  In  the  past  month  alone  four  of  those  families  ran  out  of 
time  and  had  to  bury  a  loved  one.  Meanwhile  the  National  Marrow  Donor  Program 
and  the  regional  centers  which  feed  data  into  the  system  have  failed  to  gear  up  to 
process  the  donor  information  that  our  drives  have  been  generating.  A  recent  Office  of 
Technology  Assessment  Staff  Paper  stated  that  "a  long  lag  may  occur"  before  donor 
typing  obtained  through  mass  testings  are  entered  into  the  computer  system.  (See 
Attachment  C).  Dr.  Lenfant's  February  9,  1990  letter  to  Bart  Fisher  contains  a  similar 
statement 

Since  the  beginning  of  March  I  have  received  calls  from  ten  people  who  were 
tested  at  our  first  drives,  which  occurred  in  mid-November.  They  called  to  say  they  had 
just  been  called  back  in  for  further  testing  because  they  were  potential  matches  for 
people  needing  transplants.  These  people  were  elated  because  they  want  to  be  donors. 
I  was  horror-stricken  because  over  three  months  had  elapsed  between  the  time  they 
were  tested  and  the  time  their  names  and  typing  entered  the  system.  I  called  Dr. 
Lenfant.  He  told  me  that  the  ten  people  I  was  referring  to  had  been  in  the  system  for 
some  time.  He  said  they  were  now  being  called  back  in  for  further  testing  because  they 
all  turned  up  as  potential  matches  for  one  new  leukemia  victim  who  had  just  initiated  a 
search.  That  cannot  be  the  case  -  all  ten  of  these  people  have  markedly  different 
typing. 


49 


Delaytm  oocurring  and  tbese  delays  are  kflling  people.  I  wish  I  was  eloquent 
enough  to  eqsess  the  angu^  I  feel  when  I  think  of  dying  children  and  young  adults  - 
and  piles  of  uiqnooessed  test  results  sitting  on  a  floor  somewhere  for  want  of  clerical 
help  to  process  the  data.  The  extremely  small  stafEs  at  NIH,  the  other  local  donor 
centers  and  the  National  Marrow  Donor  Program  who  are  responsible  for  entering  the 
data  and  calling  people  in  for  further  testing  are  working  heroically  to  keep 
up  -  but  they  are  simply  overwhehned.  They  need  help  and  they  need  it  oqk.  There  is 
talk  of  instituting  the  use  of  scanning  equipment  to  speed  up  the  process.  But  that  is 
months  or  years  away.  Meanwhile  2S  people  a  day  who  could  be  saved  die  needlessly. 

To  create  a  National  Marrow  Uqbssl  Program  without  ai^  funds  to  test  donors  is 
to  create  nothing  more  than  a  cruel  illusion.  You  can  make  this  program  work  only  by 
appropriating  emergency  funds  for  testing.  You  can  make  this  program  work  only  by 
insisting  that  NIH  use  a  small  fraction  of  the  billions  you  give  them  to  make  the 
miracle  of  a  marrow  transplant  available  to  the  9,000  people  a  year  who  need  one  in 
order  to  live.  Finally,  you  can  make  this  program  work  only  by  requiring  the  National 
Marrow  Donor  Program,  NIH  and  the  donor  centers  to  immediately  staff  their 
operations  with  enough  people  to  put  donors  into  the  ^tem  without  any  delay. 

I  beg  you  to  do  something  to  save  these  people.  They  are  so  close  to  a  cure  and 
yet  so  close  to  death.  You  are  their  only  hope. 
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ATTACHMENT  A 


LETTER  FROM  PRESIDENT  BUSH  TO  ARUNE  AND  ALVIN  ATLAS 
DATED  FEBRUARY  6,  1990 


Dear  Mr.  and  Mrs.  Atlas: 

Your  letter  about  the  illness  of  your  daughter »  Allison,  and  her 
need  for  someone  to  donate  marrow  for  her  has  greatly  touched 
Barbara  and  me.    From  our  own  experience,  we  understand  the 
anguish  of  a  family  when  a  child  is  diagnosed  with  leukemia. 
We  sincerely  hope  that  she  can  hold  on  until  an  acceptable 
donor  is  found. 

The  scientists  at  the  National  Institutes  of  Health  tell  me  there 
has  been  a  rapid  increase  in  the  number  of  marrow  donors 
listed  in  the  Registry  of  the  National  Marrow  Donor  Program, 
with  the  number  more  than  tripling  in  the  last  year.    It  is  very 
gratifying  to  see  the  large  number  of  Americans  of  all  races  and 
all  walks  of  life  who  are  coming  forward  to  be  HL A- typed  and 
listed  in  the  Registry.    Nevertheless,  we  feel  a  great  sadness 
for  those  with  uncommon  tissue  types  for  whom  matches  have 
not  yet  been  found.    The  resources  necessary  to  expand  the 
volunteer  marrow  donor  base  involve  not  only  funds  but  also 
laboratories  to  perform  the  needed  tests  with  great  professional 
skill.    The  National  Heart,  Lung  and  Blood  Institute,  one  of  the 
National  Institutes  of  Health,  is  working  with  the  National 
Marrow  Donor  Program  to  increase  the  resources  available  for 
the  very  costly  HLA-typing  tests. 

I  am  relaying  your  plea  to  the  leadership  of  the  Department  of 
Health  and  Human  Services  and  to  the  National  Heart,  Lung  and 
Blood  Institute,  asking  them  to  do  everything  they  can  within 
the  available  resources  to  assist  those,  such  as  your  daughter, 
in  finding  the  needed  donor. 

We  will  be  keeping  you  in  our  prayers. 


THE  WHITE  HOUSE 


WASHINGTON 


February  6,  1990 


Sincerely, 


Mr.  and  Mrs.  Alvin  Atlas 
7600  Arrowood  Road 
Bethesda,  Maryland  20617 
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DEPAKTMENT  OF  IL^TH  &  HUMAN  SEBVICES 


( 


Nation*!  Inttitutet  of  HmWi 
National  Haan,  Lung,  and 
Blood  Inatituta 
Bathaada,  Maryland  20892 


Public  Haatth  Sarvica 


ATTACHMENT  B 


Fax  (301)  402-0818 


I£TIBR  niOM  CLAUDE  LENFANT,  NID.  TO  BART  S.  FISHER  t 
DATED  FEBRUARY  9,  1990  \ 


Bart  S.  Fisher 
Patton,  Boggs  &  Blow 
2550  N  Street.  N.W. 
Washington,  DC  20037-1350 

Dear  Bart; 

As  I  mentioned  In  My  January  29  letter  to  you,  I  wanted  to  give  your 
request  the  fullest  consideration  and  proalsed  to  contact  you  once  we 
looked  Into  the  natter  of  additional  funds  for  tissue  typing  In  more 
detail.    I  am  writing  this  letter  to  share  with  you  our  perspective  on 
this  matter. 

First,  please  be  assured  that  the  Institute  fully  supports  the  need  to 
increase  the  number  of  donors  in  the  National  Marrow  Donor  Program  (NMDP) 
registry.   As  I  see  it,  the  challenge  that  faces  us  now  is  how  to  handle 
the  "operational"  issues,  i.e.,  how  to  support  the  costs  of  an  Increase 
and  the  resulting  Increased  demand  for  typing. 

As  you  know,  the  Institute  concurred  in  the  recent  decision  to  raise  the 
NMDP  registry  goal  from  100,000  to  250,000  donors.    In  order  to  accomplish 
this,  we  have  estimated  that  approximately  $11.25M  would  be  needed  for 
HLA-A  and  -B  typing  alone;  and  that  adding  DR  typing  would  cost  twice  this 
amount.    Thus,  an  additional  $4M  for  typing  would  be  a  significant 
contribution.   Unfortunately,  because  of  the  current  fiscal  constraints 
under  which  we  are  operating,  there  are  no  funds  available  in  the 
Institute  budget  that  can  be  reallocated  at  this  time.   Even  with 
additional  funding.  It  will  be  important  to  avoid  exceeding  the  typing 
capacity  of  donor  centers,  as  has  been  the  case  In  some  recent  individual 
cases  with  which  you  are  no  doubt  familiar. 


February  9,  1990 
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I  regret  It  Is  not  possible  for  n  to  provide  a  quick  or  easy  solution  to 
this  very  important  problea.   However,  mo  fully  recognize  the  need  for 
add ItlonaT  funds,  and  If  resources  can  be  provided  froa  other  than  the 
current  NIH  budget,  the  Institute  would  work  closely  with  the  NMDP  to 
assist  In  their  appropriate  use. 

I  very  nuch  appreciate  your  tireless  efforts  on  behalf  of  this  prograa. 
If  you  have  any  further  conents  or  questions,  please  do  not  hesitate  to 
contact  ae  again. 

With  best  regards,  I  aa 

Sincerely  yours, 

Claude  Lenfant,  N.O. 
Director 
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The  Chairman.  Thank  you  very  much,  Mr.  Atlas,  for  your  re- 
minder for  us  about  a  sense  of  humanity  and  decency,  of  what  we 
think  is  important  and  what  we  don't.  I  think  you  will  find  that 
the  members  of  this  committee  will  do  everything  that  we  possibly 
can.  And  I  say  it  for  all  of  the  members  of  the  panel,  that  is  prob- 
ably the  only  way  that  we  can  ever  express  our  appreciation 
enough  for  all  of  your  presentations  this  morning. 

Ms.  Kathy  Barrett  is  a  single  parent,  mother  of  one  child,  Diana, 
who  is  seven  and  a  half.  Kathy  is  a  paramedic  in  Alexandria  and 
lives  in  Woodbridge,  Virginia.  Diana  was  diagnosed  with  leukemia 
last  fall.  Ms.  Barrett  will  describe  her  experience  trying  to  find  a 
suitable  donor  for  her  child.  And  because  of  both  the  nature  of  her 
responsibilities  as  a  paramedic  in  Virginia,  she  has  not  had  the 
kind  of  strong  community  that  Joanne  Johnson  or  Allison  Atlas 
has  had,  and  finds  herself  unable  to  have  the  kind  of  public  cam- 
paign that  the  families  of  these  other  two  have  been  able  to  under- 
take. So  the  Barretts  are  similar  to  more  than  9,000  who  are 
searching  for  donors  and  whose  names  have  not  shown  up  in  the 
major  press. 

We  are  very  appreciative  for  your  presence  here.  We  look  for- 
ward to  your  testimony. 

Ms.  Barrett.  Good  morning,  Mr.  Chairman,  other  members  of 
the  committee.  My  name  is  Kathleen  Barrett.  My  daughter,  Diana 
Williams,  is  seven  and  a  half.  She  was  diagnosed  with  ALL  on  Sep- 
tember 1.  I  had  taken  her  in  for  her  school  checkup  before  she 
started  second  grade.  She  was  perfectly  healthy,  looked  good,  felt 
good.  And  within  5  minutes  they  had  diagnosed  the  fact  that  she 
had  a  white  cell  count  of  over  66,000,  and  she  had  a  grossly  en- 
larged liver  and  spleen,  although  she  showed  no  symptoms,  no  out- 
ward signs.  By  that  evening  we  had  gone  to  four  other  blood  test- 
ing labs  throughout  northern  Virginia  because  no  one  could  believe 
that  she  had  that  advanced  case  of  leukemia,  looking  at  her  the 
way  she  did.  She  is  very  tall;  she  was  very  tan.  She  felt  fine;  she 
had  no  complaints. 

By  the  end  of  the  day,  I  had  reached  home  and  had  messages  on 
ray  answering  machine  from  three  different  doctors— two  of  them  I 
didn't  even  know — saying  that  I  needed  to  get  Diana  to  Fairfax 
Hospital  immediately. 

I  called  one  of  them  back  and  I  said,  you  know,  she's  been 
through  an  awful  lot  today,  to  have  a  7-year-old  constantly  stuck 
with  needles  it  got  to  the  point  where  she  had  to  be  held  down.  She 
couldn't  tolerate  it.  I  said  can't  we  wait  till  the  morning  and  bring 
her  in,  and  they  said  no,  it  cannot  wait.  So  I  brought  her  in  to  Fair- 
fax Hospital,  where  they  did  a  bone  marrow  tap  right  there  up  on 
the  fifth  floor  and  found  that  she  had  over  90  percent  cancerous 
cells  throughout  her  body. 

So  she  was  hospitalized  for  the  first  12  days.  She  had  a  central 
line  put  in  her  chest,  which  is  much  easier.  Some  of  the  older  chil- 
dren don't  have  that  done  and  they  have  to  repeatedly  be  stuck 
with  IV's.  For  the  younger  children  it's  a  real  blessing.  They  get  all 
their  medication  given  through  this  IV  site  right  into  their  heart 
and  blood  taken  out  on  a  daily  basis,  and  there  is  no  pain  involved. 
It's  just  a  matter  of  cleaning  it  and  taking  care  of  it. 
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We  went  through  the  standard  acute  lymphocytic  leukemia  pro- 
tocols for  the  first  three  weeks.  Normally,  children  with  a  run-of- 
the-mill  ALL  will  go  into  remission  quite  easily,  two  to  three 
weeks.  After  a  month  of  her  protocols.  Dr.  Jay  Greenburg,  who  is 
her  physician,  found  that  not  only  did  she  not  go  into  remission  but 
she  also  had  some  cells  of  AML,  which  is  another  type  of  leukemia. 
And  we  were  going  to  have  to  switch  protocols  and  go  into  a  high- 
risk  ALL  protocol. 

We  switched  over  to  AML  protocols  and  went  for  another  month 
in  this  very  high-intensive  chemotherapy,  which  caused  her  to  be 
violently  ill,  to  have  neurological  deficits,  to  develop  diabetes.  She 
lost  a  lot  of  weight,  had  a  lot  of  problems.  At  the  end  of  October  he 
said  that  although  she  had  seven  percent  active  cancer  cells  still 
showing,  she  was  technically  in  remission.  We  started  October  2 
looking  for  a  bone  marrow  transplant  donor. 

When  he  felt  that  she  did  not  go  into  remission  immediately 
with  the  standard  ALL  protocols,  he  spoke  to  a  panel  of  doctors 
which  were  comprised  of  Johns  Hopkins,  Sloan-Kettering,  Chil- 
dren's Hospital,  Fairfax  Hospital,  and  another  one,  that  got  togeth- 
er and  decided  the  best  place  for  a  nonrelated  donor  bone  marrow 
transplant  for  Diana's  particular  case  would  be  Children's  Hospi- 
tal, Milwaukee,  Wisconsin. 

Her  case  was  referred  to  them,  and  that  afternoon  probably 
about  15  minutes  after  he  got  off  the  phone  telling  me  for  the  first 
time  that  Diana  needed  a  bone  marrow  transplant,  Milwaukee 
called  and  said,  okay,  we  need  all  this  information,  we're  going  to 
start  processing  you  for  a  transplant. 

So  I  gave  them  all  the  information  they  wanted,  nine  tubes  of 
my  blood,  nine  tubes  of  her  father's  blood.  Diana  is  a  single  child. 
She  was  my  only  child.  So  there  is  no  sibling  match.  There  was  no 
one  to  be  tested.  Her  father  was  tested.  I  was  tested.  We  were  both 
equal  half-matches,  which  is  really  not  good  enough  for  a  full 
transplant,  and  especially  in  Diana's  case.  So  we  have  been  looking 
since  October  2. 

Children's  Hospital,  Milwaukee,  has  been  handling  national  reg- 
istry, American  registry,  the  Caitlin  Raymond  registry,  and  they 
check  it  on  starting  on  a  daily  basis  and  it  got  to  a  weekly,  it  got  to 
a  monthly.  And  I  just  spoke  to  them  last  week,  and  they  have 
started  to  send  me  the  bills.  They  said  that  they  really  feel  that 
after  6  months'  worth  of  looking,  they  don't  feel  that  they  are 
going  to  find  a  perfect  bone  marrow  transplant  donor  for  Diana. 
She  has  a  rare  typing;  she  is  one  of  those  children  who  do.  There  is 
a  possibility  of  a  mismatch  if  things  get  bad.  She  is  at  the  end  of 
her  protocol.  She  has  been  given  every  chemotherapy  available  for 
her  case  without  causing  permanent  damage.  And  we  are  at  the 
end  of  the  line.  Next  week  will  be  the  last  treatment  of  chemother- 
apy, and  we  need  to  make  a  decision.  There  is  still  no  donor  avail- 
able. So  we  are  still  looking. 

She  is  unable  to  be  with  me  today.  She  really  wanted  to  come, 
but  she  was  put  into  the  hospital  yesterday  evening  with  high  fever 
and  neutropenia.  So  she  is  unable  to  be  with  me  today.  And  that  is 
where  we  are,  short  and  simple. 

I  have  gone  through  everything  that  Mr.  Atlas  has  gone  through 
and  the  Green  family,  with  talking  to  Lifesavers.  The  only  thing 
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they  could  do  was  to  set  up  donor  sites  where  they  could  test 
people,  and  again  it's  $75  a  test.  I  am  a  single  parent  on  a  public 
servant's  salary.  I  can't  do  it.  I  just  can't  physically  do  it.  I  don't 
have  the  money.  My  insurance  company  refused  to  pay  for  the 
transplant  or  the  donor  search.  They  said — they  agreed  to  pay  and 
then  they  turned  around  and  said  that  they  didn't  realize  how  ex- 
pensive it  was,  that  we're  talking  about  a  $200,000-plus  operation 
along  with  the  donor  search.  I  don't  have  that  kind  of  money. 

So  my  fire  department  has  been  raising  the  money.  They  have 
raised  for  me  over  $20,000.  These  are  fire  fighters,  paramedics,  the 
officers,  the  public  that  we  take  care  of  every  day  and  the  city  of 
Alexandria,  Woodbridge  residents  and  that  is  the  money  that  has 
to  go  to  just  paying  for  the  donor  search,  which  is  $20,000.  They 
have  utilized  everything  they  possibly  can  as  far  as  donor  search- 
ing in  Diana's  behalf  in  the  registry.  They  have  found  nothing. 

So  there  is  a  possibility,  the  hospital  that  Joanne  Johnson  was 
taken  to  in  Kentucky  may  be  able  to  do  a  mismatch  if  we  can  come 
up  with  even  a  four  out  of  six  match  is  as  low  as  they  will  go.  And 
so  we  are  considering  Kentucky  if  we  can  find  somebody  who  just 
has  four  of  the  components  out  of  the  six.  Then  we  will  go  for  that. 

The  Chairman.  Well,  it  is  admirable  that  your  associates  in  the 
fire  and  police  department  are  willing  to  help.  That  is  a  great 
aspect  of  the  American  character.  But  I  mean  to  have  the  depend- 
ency, the  burden  put  on  you  to  try  to  deal  with  these  financial  bur- 
dens, I  find  unconscionable,  myself. 

Let  me  just  ask  each  of  the  members  of  the  panel,  what  do  you 
find  when  you  enter  the  system,  from  your  own  life's  experience, 
all  of  you,  what  are  the  things  which  are  really  the  most  trouble- 
some? 

I  mean  it  is  obviously  the  anxiety  for  the  child,  clearly. 

But  what  are  the  things  which  are  the  most  frustrating?  What 
sort  of  insight  could  you  give  us  as  we  redraft  the  legislation  to  try 
to  come  to  grips  with  this? 

Let  me  start  on  the  left  to  right.  Maybe  I  am  asking  for  a  simple 
answer  to  a  complicated  issue,  but  give  us  some  help  on  that. 

Ms.  MoRTENSEN.  I  think  we  need  to  educate  the  American  public 
that  it  is  so  simple  to  do  a  bone  marrow  test.  But  raising  the  funds 
to  do  this  has  been  unbelievable.  We  are  still  $8,000  in  debt,  and 
we  have  only  tested  300  people.  And  we  have  nine  more  sites  set 
up,  and  we  don't  have  the  funds  to  pay  for  them,  sir. 

Hopefully,  enough  people  will  donate,  but  like  our  fundraiser  to- 
night you  are  invited  to,  we  have  to  do  things  like  that  all  the  time 
to  try  to  raise  the  funds  to  pay  for  it. 

And  there  is  a  price  put  on  every  child's  head.  A  child  shouldn't 
be  a  wanted  poster  with  a  price  on  it. 

The  Chairman.  Mr.  Atlas? 

Mr.  Atlas.  I  think  when  we  first  go  into  the  system,  the  patients 
are  not  given  enough  information.  I  know  my  family  first  found 
out  that  there  was  no  treatment  for  my  daughter's  type  of  leuke- 
mia but  there  was  a  cure  and  there  was  this  registry  with  57,000 
names.  We  just  thought  it  would  be  automatic  that  we  would  have 
a  donor.  We  weren't  overly  concerned  at  the  time. 

I  think  more  information  has  to  be  given  to  the  patients,  what 
they're  up  against.  I  also  think  the  public  has  to  be  educated  be- 
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cause  even  today  it's  referred  to  as  an  operation,  and  it's  not  an 
operation.  There  is  absolutely  no  cutting.  It  is  a  very  simple  proce- 
dure. It  is  like  a  blood  transfusion. 

My  daughter,  when  it  happens,  will  be  awake  for  the  four  hours 
of  the  transfusion.  And  it's  not  like  donating  an  organ,  because 
you're  not  giving  up  anything.  Your  marrow  replenishes  within 
two  weeks.  And  I  think  the  public  has  to  know  these  things.  These 
were  some  of  the  obstacles  we  had  in  the  beginning,  but  the  donors 
are  out  there,  they  are  willing  to  come  forth.  It's  just  the  money. 
That's  the  big  problem. 

The  Chairman.  I  think  the  point  that  you  mentioned  earlier, 
which  I  think  deserves  underlining,  is  the  enormous  sense  of  satis- 
faction that  these  donors  have  when  they  find  that  they  are  finally 
called  upon  to  provide  the  marrow  for  that  other  individual.  The 
very  real  sense  they  are  absolutely  giving  life  this,  and  the  extraor- 
dinary sense  that  you  have  mentioned  here  is  something  which  is 
important  for  all  of  us  to  understand. 

Maybe  you  would  elaborate  on  that. 

Mr.  Atlas.  I  have  met  so  far  four  people  who  have  been  donors 
who  have  had  the  opportunity  to  give  their  marrow,  and  they  said 
it's  the  greatest  experience  of  their  life  to  know  that  they  alone  are 
responsible  saving  somebody's  life.  They  said,  ''How  many  people 
in  their  life  get  that  type  of  opportunity."  And  all  of  them  say  that 
they  would  more  than  be  willing  to  do  it  again.  It's  a  great  experi- 
ence for  them. 

The  Chairman.  Ms.  Barrett? 

Ms.  Barrett.  Public  awareness  is  definitely  number  one,  getting 
the  people  to  the  sites,  having  it  funded  and  not  by  the  families, 
those  of  us  who  are  unable  to  handle  that  staggering  amount  of 
money  and  therefore  our  child  should  not  be  able  to  get  a  trans- 
plant just  because  we  can't  afford  to  pay  for  the  people  to  get 
tested  is  not  right.  Getting  it  out  and  getting  it  publicized,  explain- 
ing that  it  is  not  a  painful  procedure,  explaining  that  you  are 
saving  a  human  life,  a  child's  life,  someone  who  hasn't  even  had  a 
chance  to  live  their  life  yet  is  very  important. 

The  insurance  was  my  biggest  stumbling  block.  My  particular  in- 
surance company  is  the  average  HMO,  which  a  lot  of  people  have 
in  big  businesses  and  corporations,  and  several  times  the  paper- 
work and  things  that  happen,  we  were  told,  yes,  they  pay  for  every- 
thing, then  we  were  told  no,  they  don't  pay  for  the  donor  search. 
Then  we  said  that  they  will  raise  $20,000,  pay  $20,000  for  the  donor 
search,  they  said  you  need  it  up  front.  Where  do  we  get  $20,000? 

So  we  handled  that,  and  then  we  were  told,  well,  no,  they  don't 
pay  for  bone  marrow  transplants.  They  will  pay  for  your  hospital 
bed,  but  they  don't  pay  for  anything  else.  And  we  also  found  you 
have  to  cover  the  donors'  transportation,  everything  that  has  to  do 
with  the  donor  as  well  as  the  entire  procedure  and  the  hospitaliza- 
tion. And  the  amount  is  about  $200,000  to  $250,000  per  transplant, 
and  that  is  with  no  complications.  If  there  is  extended  period  or 
complications  with  the  patient,  the  figures  are  staggering.  Getting 
the  donors  to  the  banks  and  getting  them  registered  and  getting 
them  in  is  number  one.  Like  Mr.  Atlas,  they  told  me  in  October 
that  Diana  needed  a  transplant,  and  they  said,  ''Well,  we've  got 
100,000  here,  you've  got  50-something  there,  you've  got  all  those 
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people,"  and  automatically  I  assumed,  okay,  there  is  somebody  out 
there  that  is  a  perfect  match.  But  it's  been  over  six  months.  There 
is  nobody,  and  Diana  is  running  out  of  time. 

The  Chairman.  Well,  it's  the  funding,  obviously,  because  you 
have  to  get  the  typing  initially,  and  then  once  you  begin  to  narrow 
this  phrase  to  do  the  second  kind  of  testing  to  find  out  whether 
that  transplant,  that  runs  $75  for  the  first  and  somewhat  close  to 
$150  for  the  second.  And  you  don't  know  in  that  second  test  how 
many  you're  going  to  have  to  run  through  till  you  get  the  one 
that's  going  to  be  able  to  be  the  match. 

But  you  do  know  if  you  do  provide  the  kind  of  investment  in  that 
and  try  that  to  review,  that  you  can  meet  the  overwhelming  major- 
ity of  the  cases  that  are  affecting  American  families.  I  mean  you 
know  that  with  an  investment  of  a  certain  amount  of  resources,  I 
mean  that's  just  there.  And,  you  know,  it's  basically  just  social  in- 
surance. 

My  son  had  the  kind  of  cancer  in  his  leg,  it  was  one  in  five  mil- 
lion. We  as  a  society  ought  to  know  that  we're  going  to  have  a  cer- 
tain number  of  our  fellow  population  who  are  going  to  have  this 
problem.  We  could  say,  well,  be  thankful  that  it  isn't  my  family, 
but  we're  glad  to  make  some  kind  of  contribution  so  if  the  other 
families  are  affected,  they're  going  to  be  able  to  get  treatment.  And 
that's  what  basically  caring  about  our  fellow  human  beings  and 
being,  I  think,  a  civilized  society  is  about. 

Thank  you  very  much. 

Senator  Kassebaum.  Well,  I  don't  really  have  anything  to  add 
other  than  I  think  it  has  been  very  moving  and  very  important  tes- 
timony. It  is  so  often,  as  you  point  out,  many  don't  even  realize 
what  one  must  go  through. 

I  guess  I  would  just  like  to  ask  you,  Mr.  Atlas,  because  you  have 
spent  a  lot  of  time  and  have  raised  a  considerable  amount  of 
money  and  put  a  great  deal  of  effort  into  initiating  a  large  number 
of  tests,  how  many  did  you  say? 

Mr.  Atlas.  A  little  over  23,000. 

Senator  Kassebaum.  Which  is  really  quite  extraordinary. 
What  are  you  doing  with  those  names  and  those  tests  that  you 
have  done  now? 

Mr.  Atlas.  They  go  into  the  National  Marrow  Donor  Program. 
Senator  Kassebaum.  Into  the  registry? 
Mr.  Atlas.  That's  correct. 

Senator  Kassebaum.  Well,  it  just  seems  to  me  at  some  point  this 
is  the  contribution,  of  course,  that  has  to  be  recognized,  and  I  think 
that  again  this  is  where  the  coordination  of  all  of  these  tests  that 
are  being  done  have  to  be  recognized,  have  to  be  supported  and  I 
think  can  be  supported. 

I  was  interested  in  the  comment  about  setting  up  your  own  site.  I 
would  just  like  to  ask,  can  you,  even  with  your  own  resources,  use 
an  already  established  site?  Why,  for  instance,  would  you  have  to 
set  up  your  own? 

Ms.  MoRTENSEN.  You  find  places  to  hold  the  blood  drives,  then 
contract  with  the  lab  to  come  in.  And  hopefully,  people  will  step 
forward  and  volunteer  places  to  hold  blood  drives.  We  have  had 
three,  and  we  have  nine  more  set  up. 

Senator  Kassebaum.  Can  you  use  a  Red  Cross  site,  for  instance? 
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Ms.  MoRTENSEN.  Not  that  I  know  of. 

Mr.  Atlas.  Senator,  I  can  tell  you  that  we  have  absolutely  no 
problem  getting  sites.  We  get  phone  calls  from  all  over  the  country, 
people  that  are  willing  to  give  us  places  to  do  testing  and  to  help 
us.  We  just  don't  have  enough  money  to  go  every  place.  Right  now 
we  do  about  2,0000  tests  a  week.  That  is  $150,000  a  week  we're 
spending.  And  we  could  do  more. 

Senator  Kassebaum.  Well,  I  can  understand  that.  I  just  didn't 
know  if  there  were  already  those  equipped  to  do  the  testing,  wheth- 
er it's  a  Red  Cross  site  or  whatever. 

Ms.  MoRTENSEN.  You  Can  do  it  one  or  two  at  a  time,  but  they 
don't  do  massive  testing  like  we  need  to  find  a  donor. 

Senator  Kassebaum.  Thank  you  very  much.  I  appreciate  it  very 
much. 

The  Chairman.  You  complicate  the  problem  because  a  lot  of 
people  come  on  in  all  at  the  same  time.  You  may  have  hard  work- 
ers and  they  come  on  in  and  get  out  of  work,  have  a  couple  of 
hours,  and  then  they've  got  to  go  back  and  cook  for  their  kids. 
You've  got  a  limited  period  of  time,  too.  This  isn't  really  structured 
or  organized. 

OK.  Well,  as  I  say,  we  will  do  everything  we  can  to  get  those  re- 
sources. That  is  the  only  way  we  can  really  express  our  apprecia- 
tion enough. 

Mr.  Atlas.  Thank  you  very  much. 

The  Chairman.  Thank  you  very,  very  much. 

Ms.  MoRTENSEN.  Thank  you. 

Ms.  Barrett.  Thank  you. 

The  Chairman.  On  our  final  panel  today  are  experts  involved  in 
the  bone  marrow  transplant  system.  The  first  witness  of  the  third 
panel  is  Dr.  Claude  Lenfant.  Dr.  Lenfant  is  the  director  of  the  Na- 
tional Heart,  Lung  and  Blood  Institute,  which  runs  the  contract  for 
the  National  Marrow  Donor  Program. 

Dr.  Lenfant,  we  welcome  you  and  we  will  look  forward  to  your 
testimony. 

Then  we  will  go  to  Ms.  Joan  Keller,  who  is  the  president  of  the 
American  Bone  Marrow  Donor  Registry. 

Ms.  Keller,  we  will  look  forward.  We  know  you  have  traveled  a 
long  way.  And  accompanying  you,  as  I  understand,  is  Joann  Ray- 
mond, who  is  the  secretary  of  the  American  Registry.  Ms.  Ray- 
mond is  also  the  executive  director  of  the  Caitlin  Raymond  Inter- 
national Registry  of  Bone  Marrow  Donor  Banks,  the  coordinating 
center  for  the  American  Registry,  located  in  Worcester,  Massachu- 
setts. I  am  familiar  with  it. 

Then  we  will  have  Dr.  Robert  Graves,  the  vice  chairman  of  the 
board  of  directors  of  the  National  Marrow  Donor  Program.  Dr. 
Graves  has  been  involved  in  the  issue  probably  longer  than  any  of 
us.  We  look  forward  to  hearing  from  him. 

Dr.  Lenfant. 
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STATEMENTS  OF  DR.  CLAUDE  LENFANT,  DIRECTOR,  NATIONAL 
HEART,  LUNG,  AND  BLOOD  INSTITUTE,  BETHESDA,  MD;  JOANNE 
KELLER,  PRESIDENT,  AMERICAN  BONE  MARROW  DONOR  REG- 
ISTRY; ACCOMPANIED  BY  JOANN  RAYMOND,  SECRETARY, 
AMERICAN  BONE  MARROW  DONOR  REGISTRY,  MANDEVILLE, 
LA;  AND  DR.  ROBERT  GRAVES,  VICE  CHAIRMAN,  BOARD  OF  DI- 
RECTORS, NATIONAL  BONE  MARROW  DONOR  PROGRAM,  ST. 
PAUL,  MN 

Dr.  Lenfant.  Thank  you,  Mr.  Chairman. 

I  have  submitted  a  written  statement  which  I  would  very  much 
like  to  include  for  the  record. 

The  Chairman.  All  the  statements  will  be  included  in  their  en- 
tirety. 

Dr.  Lenfant.  Let  me  just  add  a  few  points  to  my  statement. 

As  you  may  know,  Mr.  Chairman,  the  institute  has  been  respon- 
sible for  this  program  for  just  about  one  year.  Since  we  have 
worked  diligently  with  the  National  Marrow  Donor  Program  to 
foster  their  growth,  we  have,  I  should  say,  a  very  keen  interest  in 
this  program  for  its  humanitarian  goals  and  also  for  the  research 
opportunities  which  it  gives  us. 

We  are,  of  course,  very  much  aware  of  the  problems  which  have 
been  mentioned  earlier,  problems  related  to  cost  of  typing,  labora- 
tory capacity,  and  recruitment  of  minorities  and  other  ethnic 
groups. 

We  are  working  with  the  National  Marrow  Donor  Program  to 
solve  these  problems,  and  we  have  been  working  with  the  different 
registries  to  achieve  a  coordination  for  we  do  indeed  believe  that 
such  a  coordination  would  serve  the  American  people  much  better 
than  by  having  divided  programs. 

I  would  like,  for  the  sake  of  time,  Mr.  Chairman,  to  stop  my  re- 
marks here,  and  I  would  be  pleased  to  answer  your  questions  when 
you  wish. 

The  Chairman.  I  think  since  we  have  somewhat  different  ap- 
proaches on  this,  I  think  we  will  inquire  briefly  of  each  witness  and 
then  move  down. 

Dr.  Lenfant,  as  I  understand,  there  is  no  increase  in  the  amount 
of  funds  for  the  bone  marrow  registry  for  the  next  fiscal  year  over 
that  allocated  in  1990.  Is  that  true? 

Dr.  Lenfant.  Not  so,  Mr.  Chairman.  The  budget  allocated  to  this 
program  for  the  current  fiscal  year  is  $3.6  million.  For  next  year 
the  budget,  which  is  the  estimated  budget,  will  be  either  $4  million 
or  $3.9  million.  So  it  is  a  small  increase,  but  there  is  an  increase. 

The  Chairman.  Well,  does  that  represent  current  service?  Does 
that  just  about  cover  the  increase  in  inflation? 

Dr.  Lenfant.  It  pretty  much  corresponds  to  current  services. 

The  Chairman.  So  that  effectively  you  are  able  to  do  about  what 
you  were  able  to  do  a  year  ago?  Is  that  it? 

Dr.  Lenfant.  Just  about.  Just  about,  sir. 

The  Chairman.  So  if  it's  current  services,  there  is  no  real  effec- 
tive increase  in  the  budget.  I  don't  want  to  wrestle  around  with  the 
meaning  of  words.  But  under  the  NIH  contract,  I  understand  that 
only  $400,000  has  been  specifically  allocated  for  typing. 
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Dr.  Lenfant.  For  this  current  fiscal  year  the  amount  which  will 
be  in  fact  spent  for  typing — that  is,  1990 — it  will  be  almost  $1.2 
million.  $400,000  coming  from  the  contract  and  $800,000  coming 
from  the  cost  reimbursements. 

The  Chairman.  Well,  the  reimbursements,  but  in  terms  of  the 
contract  itself,  it's  $400,000? 

Dr.  Lenfant.  That's  correct. 

The  Chairman.  Out  of  the  $3.6  million. 

Now,  do  you  expect  that  this  part  of  the  current  contract  will  be 
modified  in  the  near  future  to  reflect  the  growing  concern  that 
more  money  needs  to  be  available  for  typing? 

Dr.  Lenfant.  We  are  working  with  the  board  of  directors  of  the 
National  Marrow  Donor  Program  to  redistribute  as  much  funds  as  i 
possible  for  the  HLA  typing.  How  successful  we  will  be  it  is  diffi- 
cult to  say  at  this  time.  You  may  know,  Mr.  Chairman,  that  the  | 
contract  is  in  the  process  of  moving  from  the  National  Red  Cross,  j 
which  is  now  the  contractor,  to  a  new  organization  which  will  , 
become  responsible  for  the  program,  and  we  expect  to  be  working  | 
much  more  closely  with  them  than  we  were  able  to  do  it  in  the  | 
past. 

The  Chairman.  Well,  in  terms  of  the  priority  that  you  give  the  | 
typing,  aren't  you  the  one  that  makes  that  recommendation  or  de-  j 
cision? 

Dr.  Lenfant.  So  far,  no.  But  we  do  intend  to  assume  that  respon-  , 
sibility.  And  I  say  so  far,  no,  because  when  the  contract  was  trans-  i 
ferred  from  the  Navy  a  year  ago,  at  that  time  the  negotiation  with  j 
the  Navy,  which  we  have  continued  what  had  been  agreed  with  the  i 
Navy,  included  a  very  small  fraction  of  the  total  budget  for  typing.  | 
We  were,  if  you  want,  locked  into  that  situation. 

The  Chairman.  Well,  can  you  tell  us  or  give  us  some  idea  as  to  ; 
what  kind  of  increase  you  are  going  to  recommend  for  typing?  | 

Dr.  Lenfant.  We  would  like  to  see  approximately  between  20  [ 
and  25  percent  of  the  budget  that  we  have  to  go  to  typing,  which  j 
would  be  in  the  order  of  approximately  $900,000.  i 

The  Chairman.  Why?  Why  do  you  think  that  there  should  be  a  ; 
doubling  of  it?  j 

Dr.  Lenfant.  Because  it  is  obviously  a  very  important  issue.  It's  I 
very  clear  from  what  you  have  heard  earlier  that  the  previous  goal  i 
of  100,000  names  in  the  registry  is  not  sufficient  to  meet  the  needs.  | 
The  program  has  set  for  itself  new  goals,  which  is  250,000  names  , 
into  the  registry.  The  cost  to  go  from  100,000  to  200,000  is  in  the 
order  of  $11  million  to  $12  million  for  just  one  typing.  If  you  do  the 
two  typings,  you  would  have  to  double  this  amount.  I 

A  budget  of  $4  million  will  not  allow  to  do  that,  but  the  fact  that  I 
we  need  to  utilize  as  much  money  as  we  can  from  the  contract  to  i 
contribute  to  that  typing  affords.  The  rest  of  the  money  is  neces-  \ 
sary  for  the  maintenance  of  the  registry,  for  the  donor  centers,  and  ! 
for  the  transplantation  centers,  the  costs  which  are  related  to  these  ' 
activities. 

The  Chairman.  Did  you  make  a  recommendation  to  OMB?  ! 

Dr.  Lenfant.  No.  We  did  not.  We  made  a  recommendation  for  ! 
the  entire  budget  of  the  institute,  but  not  for  this  specific  activity. 

The  Chairman.  Well,  for  the  total  increase  for  the  institute,  did  i 
you  have  an  increase? 
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Dr.  Lenfant.  The  budget  of  the  institute  in  1990,  fiscal  year 
1990,  is  $1,050,000,000. 
The  Chairman.  $1,050,000,000? 
Dr.  Lenfant.  $1,050,000,000. 
The  Chairman.  Right. 

Dr.  Lenfant.  For  1991,  the  President's  budget  is  $1,090,000,000. 
That  is  not  the  professional  judgment  which  we  submitted.  That  is 
the  beginning  of  the  budget  process. 

The  Chairman.  What  was  the  recommendation?  Can  you  tell  us? 

Dr.  Lenfant.  It  was  $1.4  billion. 

The  Chairman.  If  you  had  been  able  to  get  the  $1.4  billion,  how 
would  this  have  reflected  itself  in  this  function? 

Dr.  Lenfant.  We  would  certainly  allocate  a  considerable  amount 
of  money  to  the  typing.  Whether  we  would  be  able  to  allocate  the 
$22  million  which  are  necessary  to  go  from  100  to  200,000,  I  don't 
know  and  I  do  not  believe  that  that  amount  could  really  be  spent 
in  one  year  because  of  the  laboratory  capacity  to  handle  such  a 
large  number  of  samples. 

The  process  of  these  typings  is  not  just  as  simple  as  many  people 
might  believe.  But  we  would  certainly  allocate  a  considerable 
amount  of  money. 

The  Chairman.  How  many  donors  on  the  current  national  regis- 
try would  you  estimate  come  as  a  result  of  individual  drives? 

Dr.  Lenfant.  Well,  as  you  heard  from  Mr.  Atlas,  the  drives  for 
his  daughter  have  brought  into  the  registry  approximately  23,000 
names.  For  the  other  local  situations,  Mrs.  Johnson,  that  has 
brought  approximately  1,000  or  1,200  names  of  minorities,  so  that 
today  we  can  say  that  the  number  of  names  of  minority  donors 
that  we  have  in  the  programs  is  in  large  part  due  to  the  Johnson 
family  drives. 

The  Chairman.  Well,  are  you  giving  any  special  consideration 
because  the  registry  has  such  an  apparent  shortage  of  minorities? 

Dr.  Lenfant.  Yes.  Yes,  sir.  In  fact,  we  are  now  preparing  to  initi- 
ate a  number  of  special  activities  to  enhance  the  recruitment  of  mi- 
norities. In  fact,  I  have  just  last  week  reallocated  money  from  other 
programs  to  the  special  recruitment  and  education  effort  in  the  mi- 
nority communities  in  order  to  increase  the  number  of  donors. 

As  you  know.  Senator,  we  do  have  a  number  of  programs  relative 
to  high  blood  pressures,  which  is  extremely  prevalent  among  the 
black  Americans,  and  we  are  going  to  merge  the  bone  marrow  re- 
cruitment effort  with  education  campaigns  relative  to  high  blood" 
pressure  directed  to  minorities  in  order  to  reach  the  black  commu- 
nities. 

One  of  the  problems  that  we  have  is  that  much  has  been  said 
about  these  programs  by  way  of  national  news,  national  newspa- 
pers and  media  which  really  does  not  reach  the  minority  communi- 
ty. What  we  are  going  to  do  is  to  utilize  the  electronic  and  printed 
media  which  is  specially  directed  to  the  minority  communities. 

The  Chairman.  Well,  we  are  going  to  be  very  interested  in  fol- 
lowing that. 

What  are  you  doing  to  bring  about  greater  coordination  between 
the  various  registries? 

Dr.  Lenfant.  In  its  appropriation  report  for  this  fiscal  year,  the 
Congress  directed  me  to  work  on  bringing  together  all  the  regis- 
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tries,  and  I  believe  we  have  met  the  wish  of  the  Congress  in  the 
sense  that  I  have  held  a  meeting  with  the  independent  registries, 
of  American  registries,  and  I  have  had  many  discussions  with  the 
board  of  the  national  program. 

I  have  asked  the  American  registry  to  stay  in  touch  with  me  and 
let  me  know  if  the  discussions  that  they  had  with  the  national  pro- 
gram were  not  as  successful  as  they  wanted,  and  thus  far  I  haven't 
received  any  feedback  to  that  effect.  And  I  know  that  in  effect  the 
two  groups  are  working  together  much  better  today  than  they  were 
a  few  months  ago.  In  fact,  some  of  the  independent  registries,  some 
of  the  most  important  with  the  largest  number  of  donors,  have  now 
joined  forces  with  the  national  programs,  and  I  believe  that  with 
time  we  will  have  a  unique,  consolidated  program  in  the  country. 

The  Chairman.  Well,  I  think  you  have  been  able  to  detect  that  is 
certainly  an  objective  which  I  think  the  Members  of  Congress  want 
to  see.  And  I,  quite  frankly,  would  like  to  have  you  submit  in  great- 
er detail  how  specifically  these  meetings,  conversations,  whatever 
is  happening,  how  they  are  getting  out  into  the  grass  roots,  how 
this  is  explicitly  being  achieved. 

Dr.  Lenfant.  I  will  submit  that  for  the  record. 

The  Chairman.  If  you  would,  so  that  we  will  know  that  this  is 
not  something  that  is  left  at  random  but  is  something  that  is  actu- 
ally incorporated.  I  would  like  to  have  that  in  whatever  detail  you 
can  provide,  and  then  we  will  get  back  to  you. 

Dr.  Lenfant.  I  will  submit  it,  sir. 

The  Chairman.  Thank  you. 

[The  information  of  Dr.  Lenfant  follows:] 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES  Public  Health  Service 


National  Institutes  of  Health 
National  Heart,  Lung,  and 
Blood  Institute 
Bethesda.  Maryland  20892 


Fax  (301)  402-0818 


March  26,  1990 


The  Honorable  Edward  M.  Kennedy 
United  States  Senate 
Washington,  D.  C.  20510-2101 

Dear  Senator  Kennedy: 

During  the  hearings  on  the  "Bone  Marrow  Transplantation  Program 
Reauthorization"  you  held  on  March  21st,  you  asked  me  to  provide 
additional  information  about  two  questions. 

0      The  role  of  the  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI)  in  resolving  differences  between  the  American 
Association  of  Bone  Marrow  Donor  Registry  (AABMDR)  and  the 
National  Marrow  DonorProgram  (NMDP).    The  latter  is  supported 
by  Federal  funds  by  way  of  a  contract  with  NHLBI. 

0      Clinical  trials  conducted  under  the  auspices  of  the  NMDP. 

In  the  following  I  would  like  to  address  these  two  questions: 

AABMDR  and  NMDP 

Well  before  the  NHLBI  became  responsible  for  the  administration  of  the 
NMDP  in  March  1989,  it  was  aware  of  issues  separating  the  NMDP  and  AABMDR. 
These  issues  are: 

0      cost  of  the  search  process, 

0      payment  for  the  care  of  indigent  patients,  and 

0      patient  access  to  the  NMDP  registry. 

Through  "behind  the  scene"  interventions  and  direct  discussions  with  each 
of  the  organizations,  we  have  assisted  in  the  partial  resolution  of  the 
issues. 

Each  search  incudes  a  preliminary  phase,  followed  by  a  formal  phase,  if  an 
HLA-A  and  B  match  has  been  identified.    AABMDR  has  a  fee  to  start  a 
preliminary  search,  but  no  additional  fee  is  requested  for  a  formal 
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search.    In  contrast,  NMDP  has  no  fee  for  the  prelialnary  search,  but  has 
one  for  the  fonul  phase.   The  sain  problea  is  that  soae  transplant 
centers  "accredited'*  by  IMDP  have,  up  front,  a  doMn  payaent  charge  which 
sometimes  exceeds  $10,000.   Because  the  Institute  has  no  leverage  on  these 
transplant  centers,  we  have  not  been  in  a  position  to  intervene  on  this 
issue. 

Actually  this  issue  is  intertwined  with  amther  aajor  issue  concerning  the 
identification/selection  of  the  transplant  centers.   The  NNDP  «ri11  provide 
names  of  donors  only  to  centers  that  it  has  accredited.  This 
accreditation  is  based  upon  evidence  that  a  aarrow  transplant  unit  is 
fully  functional  as  a  unit,  has  appropriate  facilities,  and  they  have  had 
adequate  experience  as  defined  by  the  number  of  allogeneic  transplants 
that  have  been  performed  prior  to  accreditation.   Originally  the  MMDP 
required  25  allogeneic  transplants  yearly  for  two  years  to  be  eligible  for 
accreditation.   Because  the  AABMOfi  objected  so  strongly  to  these  criteria 
which  were  arbitrary  when  established,  the  Institute  has  intervened  to 
modify  them.    As  a  result,  the  current  standard  is  10  allogeneic 
transplants  annually  for  two  years  and  at  least  30  in  the  previous  five 
years.    It  is  our  opinion  that  these  criteria  are  an  appropriate 
compromise  between  the  need  to  augment  the  number  of  centers  and  that  of 
protecting  the  well  being  of  donors  and  recipients. 

I  must  underscore  that  this  issue  is  an  extremely  important  and  sensitive 
one.   During  the  hearings,  the  AABHOR  representatives  mentioned  the  plight 
of  potential  transplant  patients  in  Louisiana.    In  that  state,  there  is  no 
NHDP  participating  center;  there  are  only  two  small  transplant  units.  As 
a  consequence,  indigent  patients  who  could  be  supported  by  the  state,  but 
in  that  state  only,  do  not  have  the  benefit  of  the  donors  listed  in  the 
NMOP  registry.   This  is  an  issue  that  the  Institute  wants  to  address  and 
will  do  so  as  soon  as  possible. 

Corollary  to  the  above  concern,  is  the  issue  of  who  decides  what 
transplant  center  is  appropriate.    The  AABHDR  argues  that  the  WOP  Board 
presides  over  all  the  decisions — in  effect  as  judge  and  party — without  the 
check  and  balance  that  would  result  from  an  independent  review  of  the 
decision  made  by  NMDP.    This  is  the  reason  the  Institute  will  create  a 
Policy  Committee  that  will  review  the  MMDP  actions  and  advise  the 
Institute  accordingly. 

In  June  of  last  year,  I  personally  met  *rith  the  leadership  of  AABM)R  to 
offer  my  service  as  an  ombudsman  of  sort,  to  resolve  differences  between 
the  two  organizations.    In  August,  I  was  informed  by  letter  from  the 
Executive  Director  of  AABMDR  that  they  had  received  a  new  draft  of  a 
proposed  agreement  with  NMDP.   The  letter  said  "There  are  some  minor 
issues  that  need  to  be  resolved  within  the  AABMDR,  but  we  expect  to  be 
able  to  forward  a  response  to  the  NMDP  within  the  next  two  weeks... It  is 
our  hope  that  an  agreement,  satisfactory  to  both  organizations,  can  be 
ratified  as  quickly  as  possible."   To  my  knowledge  this  agreenent  has  not 
been  ratified  as  yet,  but  some  components  of  the  AABHOR  have  joined  the 
NMDP  as  donor  centers. 
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A  third  issue  is  that  of  patient  access  to  the  NHOP  registry  which  was 
repeatedly  brought  up  during  the  hearings.    I  have  to  admit  that  I  was  not 
aware  of  this  as  an  issue.   We  will  address  it  promptly. 

To  conclude  my  comments  about  the  role  of  the  Institute  in  this  matter, 
let  me  say  that  over  the  months  since  we  have  been  responsible  for  the 
program,  we  have  intervened  quite  often  to  resolve  problems,  but  I  must 
confess  our  effectiveness  has  not  been  consistently  significant.  Again, 
we  believe  that  the  constitution  of  an  independent  Policy  Committee  will 
greatly  help  resolve  the  remaining  issues  between  AABMDR  and  NMDP,  and 
assure  that  the  Federally  funded  bone  marrow  transplantation  program  truly 
serves  all  the  American  people. 

Clinical  Studies 

The  second  question  was  about  the  clinical  studies/trials  conducted  under 
the  auspices  of  the  program.  As  previously  said,  I  must  agree  that  the 
progress  has  not  been  as  great  as  could  have  been.  As  an  explanation,  I 
should  say  that  we  have  been  overwhelmed  by  the  donor  recruitment  effort. 
In  one  year,  we  have  entered  about  50,000  names  in  the  program  and  done 
approximately  230  transplantations.  These  activities  have  keep  us  very 
busy.   Nonetheless,  the  following  projects  are  underway  or  completed: 

0      Comparison  of  results  of  unrelated-donor  marrow  transplantation 
with  those  of  related  donor  marrow  transplantation.  Survival, 
disease  recurrence  and  complications  are  the  end  points  of  this 
study. 

0      Determination  of  what  happens  to  patients  for  whom  a  preliminary 
donor  search  is  initiated,  but  who  do  not  receive  a  transplant. 
Of  course,  the  reasons  for  patients  to  drop  out  of  the  formal 
search  are  many,  but  some  may  be  related  to  policies  and 
procedures  that  need  to  be  changed. 

0      There  is  an  observational  study  on  the  psychosocial  aspects  of 
marrow  donations  and  the  altruism  of  donors. 

0      The  prevention  of  graft-versus-host  disease  by  depleting  the 
marrow  of  its  T-cells  prior  to  transplant  is  being  assessed. 

Currently,  a  number  of  major  studies  are  under  consideration.    I  am 
confident  that  as  the  management  difficulties  of  the  program  settle  down, 
and  as  more  transplantations  are  being  done,  we  will  see  the  initiation  of 
many  of  them.   As  I  said  during  the  hearings,  this  program  gives  us  rich 
iS^1iH4Y  attMial  from  which  many  research  and  clinical  advances  will  be 


1  tope  tto;^i|ve  conments  address  your  questions.    Please  do  not  hesitate  t 

to  caM*ct  mtf  if  I  can  provide  additional  information.  ; 


Sincerely  yours. 


Claude  Lenfant,  M.O. 
Di  rector 
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The  Chairman.  Senator  Kassebaum? 

Senator  Kassebaum.  First,  I  would  just  like  to  say  that  while 
there  are  tragic  gaps,  as  we  certainly  heard  from  the  previous 
panel,  I  do  think  that  in  the  4  years  since  it  was  created,the  Na- 
tional Marrow  Donor  Program  has  been  a  program  that  has  had  an 
extraordinary  impact.  There  are  now  almost  100,000  names  in  the 
registry,  and  there  is  a  growing  awareness  of  the  importance  of 
this  program.  It  seems  to  me  that  it  is  one  of  the  more  unusual 
Federal  programs  or  Federal  initiatives  and  has,  in  a  brief  period 
of  time,  had  some  success.  I  don't  think  we  want  to  lose  sight  of 
that. 

Dr.  Lenfant,  I  know  in  your  testimony  you  say  that  the  program 
consists  of  five  parts.  And  I  think  it  is  important,  without  going 
through  all  five  of  those  parts  of  the  program,  to  have  it  very  clear- 
ly understood  in  the  record  that  there  are  many  facets  to  this  other 
than  just  the  testing.  Of  course,  that  is  first  and  foremost  a  very 
important  part,  and  I  am  pleased  to  here  you  say  that  you  believe 
that  there  should  be  more  funds  redirected  within  the  program  to 
testing  at  this  point. 

But  what  would  you  say  in  your  evaluation  of  the  program 
beyond  the  testing  is  the  most  costly  and  most  important  part  of 
the  entire  program? 

Dr.  Lenfant.  Well,  I  think.  Senator,  that  I  should  say  at  the 
outset  that  it  has  been  an  extraordinarily  successful  program.  It  is 
a  very  complex  program  because,  as  you  saw  from  the  previous  wit- 
nesses, people  who  get  into  it  get  in  because  of  a  personal  crisis. 
And  of  course  that  makes  dealing  with  these  individuals  and  tr3dng 
to  solve  the  issues  extremely  difficult. 

But  at  the  same  time  that  is  the  force  which,  in  my  opinion,  has 
driven  this  program  to  the  success  that  it  has  reached  today.  And  if 
it  wasn't  for  all  the  volunteers  who  have  been  behind  this  program, 
who  have  motivated  its  creation  by  Congress,  we  would  not  be 
today  where  we  are. 

The  typing  is  an  issue,  but  another  significant  issue,  to  me,  is  to 
deal  with  these  crises  as  they  emerge.  As  you  know,  there  is  a  con- 
tinuous flow  of  donors  who  are  recruited,  but  every  so  often  there 
is  a  situation  which  is  picked  up  by  the  media  for  whatever  reasons 
and  immediately  it  amplifies  the  problems  tremendously.  And  deal- 
ing with  that  situation  makes  it  extremely  difficult. 

I  think  we  have  to  be  honest  with  ourselves.  Today  we  are — pre- 
viously we  were  talking  about  100,000  potential  donors  in  the  regis- 
try—today we  are  talking  about  250,000,  and  we  will  reach  that 
number  within  one  year  or  two  years,  whatever.  We  will  reach  it.  I 
am  very  confident  of  that. 

But  what  I  think  we  all  must  keep  on  remembering  and  realizing 
is  that  even  when  we  have  250,000  names  in  the  registry,  there  will 
still  be  cases  like  in  the  Atlas  family  or  the  Johnson  family.  It  will 
never  be  possible  to  have  in  a  registry  enough  donors  that  will 
match  all  the  possible  genetic  makeups  that  we  have  in  the  Ameri- 
can population,  or  elsewhere  for  that  matter. 

So  what  we  are  going  to  do  is  to  minimize  the  number  of  crises 
from  perhaps  one  a  month  to  one  every  three  months  or  six 
months.  But  the  problem  will  remain,  and  that,  in  my  opinion,  is 
gomg  to  be  the  most  difficult  thing  for  us  all,  we  who  administer 
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the  program,  the  Congress  who  hear  the  American  people  and  all 
the  problems  and  try  to  help.  We  will  always  have  that  problem, 
and  I  think  that  that  is  really  a  real  issue  that  we  have  to  be 
aware  of. 

Senator  Kassebaum.  Thank  you  very  much. 

The  Chairman.  May  I,  Doctor,  just  ask  one  final  area.  That  is, 
what  is  happening  regarding  the  clinical  trials  associated  with  the 
bone  marrow  registry?  What  kinds  of  questions  are  being  asked 
through  this  research,  what  kinds  of  problems  are  being  looked  at? 

Dr.  Lenfant.  Well,  permit  me  to  say  first,  Senator,  that  the 
reason  why  the  institute  is  so  interested  and  so  supportive  of  this 
program  is  that  it  gives  us  access  to  a  very  rich  clinical  material 
that  is  going  to  allow  us  to  answer  research  questions  which  will  do 
two  things:  It  will  make  the  technology  much  better,  and  it  will 
allow  us  to  expand  the  availability  of  that  technique  to  many  cases 
which  today  do  not  have  the  benefit  of  it. 

We  are  talking  about  200,  250  cases  a  year.  I  estimate  that  in 
fact  in  this  country  alone,  there  could  be  6,000  or  7,000  individuals 
who  could  benefit  from  that  technology.  To  reach  to  that  number, 
we  have  to  continue  our  research  programs  very  actively. 

One  of  the  avenues,  of  course,  that  we  are  pursuing  are  clinical 
trials  which  will  address  some  questions  such  as  graft  versus  host 
disease,  graft  versus  leukemia  disease,  and  how  we  can  best  define 
the  patients  who  will  enter  in  this  situation  or  that  situation  so 
that  basically  we  can  anticipate  problems  relative  to  the  transplan- 
tation of  bone  marrow. 

So  we  have  now,  now  we  are  building  up,  if  you  want,  a  registry 
of  cases,  and  once  we  have  enough  we  will  have  enough  cases  in 
this  registry — after  all,  we  have  only  290  cases  in  this  country  at 
this  time — we  will  be  able  to  start  these  clinical  studies  with  the 
expected  benefits  which  I  just  described  a  moment  ago. 

The  Chairman.  OK. 

[The  prepared  statement  of  Dr.  Lenfant  follows:] 
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PREPARED  STATEMENT  OF  CLAUDE  LENFANT,  M.D. 

I  am  Dr.  Claude  Lenfant^  Director  of  the  National  Heart,  Lung,  and 
Blood  Institute  (NHLBI),  National  Institutes  of  Health  (NIH) .     I  am  pleased 
to  appear  before  you  today  to  offer  testimony  about  the  National  Marrow 
Donor  Program  (NMDP),  supported  by  an  NHLBI  contract  to  the  American  Red 
Cross. 

The  NMDP  was  established  in  July  1986  by  a  contract  from  the  Office  of 
Naval  Research,  Department  of  Defense  (DOD) ,  to  the  American  Red  Cross. 
The  initial  goal  of  the  program  to  confirm  that  marrow  transplantation 
from  matched,  unrelated  donors  was  medically  feasible  has  been  achieved. 
Now  the  major  goals  of  the  NMDP  are  to  provide  HLA-matched  marrow  donors 
for  those  patients  vho  need  a  transplant  but  lack  a  suitably  matched 
relative  and  to  serve  as  a  focal  point  for  bone  marrow  research.     It  was 
estimated  that  matched  unrelated  donors  were  required  for  between  60  and  70 
percent  of  prospective  marrow  transplant  candidates.    However,  that 
percentage  may  now  be  greater  because  of  the  decrease  in  average  family 
size.     In  February  1989,  with  a  Congressional  mandate,  the  National  Marrow 
Donor  Program  was  transferred  from  the  Department  of  Defense  to  the 
National  Heart,  Lung,  and  Blood  Institute,  National  Institutes  of  Health, 
Department  of  Health  and  Human  Services.    The  NHLBI  is  pleased  to 
administer  this  program.    Not  only  is  it  valuable  for  the  American  people, 
but  it  offers  research  potential  consistent  with  the  Institute's 
responsibilities  relating  to  the  nation's  blood  resource  and  to  non- 
malignant  blood  diseases. 

The  program  consists  of  five  parts:    1)  one  coordinating  center  to 
establish  and  manage  the  registry  of  volunteer  marrow  donors;  2)  more  than 
60  donor  centers  to  recruit  marrow  donors  and  follow  them  through  the 
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donation  process;  3)  marrow  collection  centers,  many  of  which  are  also 
transplant  centers,  to  harvest  the  marrow  from  matched  donors  for  shipment 
to  marrow  transplant  centers;  4)  more  than  30  marrow  transplant  centers  to 
select  patients  who  are  medically  suitable  for  unrelated-donor  transplants 
and  to  perform  the  transplant;  and  5)  research  activities  to  include 
psychosocial  assessment  of  donor  motivation,  a  repository  of  viably  frozen 
cells  from  each  donor-recipient  pair  as  a  resource  for  future  research,  and 
an  assessment  of  program  activities  and  results. 

The  first  searches  for  HLA-matched  donors  were  conducted  in  September 
1987  and  the  first  transplant  was  performed  in  December  of  that  year.  Now, 
less  than  four  years  after  the  contract  was  activated,  the  registry  has 
enlisted  nearly  100,000  volunteers,  and  participating  transplant  centers 
have  performed  more  than  300  transplants  from  registry  donors.    The  overall 
results  of  unrelated-donor  marrow  transplants,  when  patients  with  like 
diseases  and  like  disease  stages  are  compared,  are  similar  to  those  of 
related-donor  marrow  transplants.    Patients  for  whom  a  diligent  search  for 
a  donor  is  made  have  a  better  than  30  percent  chance  of  receiving  a 
transplant.    The  activities  and  accomplishments  of  the  progreim  have  been 
truly  impressive. 
How  the  Process  Works 

•    NMDP  registry  donor  searches  can  be  initiated  only  by  participating 
marrow  transplant  centers  and  not  by  individual  patients  or  their  families. 
We  think  that  this  is  best  because  it  limits  the  chance  of  raising 
unwarranted  hope  in  patients  and  their  families  when  the  disease  process 
makes  a  transplant  an  inappropriate  medical  treatment.     If  the  preliminary, 
no-fee  search  of  the  file  produces  one  or  more  HLA-A  and  -B  antigen  matches 
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(and  more  than  90  percent  of  them  now  do),  the  transplant  center  may  then 
request  a  full-fledged,  or  "formal,"  search.     Based  upon  the  experience  of 
the  requesting  center,  one  or  more  of  the  A,  B  matching  donors  may  be 
recalled  for  HLA-DR  typing  or,  when  appropriate,  mixed- lymphocyte-culture 
crossmatching.    Transplant  centers  take  more  donor  characteristics  into 
consideration  than  just  the  HLA  type  when  determining  which  donors  to 
pursue  further.    The  formal  search  carries  a  small  fee  and,  when  potential 
donors  are  identified,  there  are  additional  costs  to  patients  for  further 
donor  testing,  such  as  HLA-DR  and  the  mixed-ljnnphocyte-culture  crossmatch 
procedure.     It  is  extremely  important  to  protect  the  donor's  safety  and 
confidentiality  while  obtaining  informed  consent  and  proceeding  to  the 
actual  donation.     It  is  the  responsibility  of  the  donor  center,  in 
consultation  with  the  transplant  center,  to  evaluate  donors  carefully  by 
physical  examination  and  laboratory  tests  to  insure  that  they  have  no 
conditions  that  might  needlessly  reduce  the  chances  of  a  successful 
transplantation  or  impose  a  risk  of  complications  for  the  recipient.  The 
NMDP  coordinating  center  obtains  follow-up  information  on  donors  and 
recipients  to  help  improve  our  understanding  of  marrow  transplantation. 

All  donors  in  the  file  are  tissue-typed  for  the  HLA-A  and  -B  antigens. 
The  $75  cost  of  the  typing  is  covered  by  ftinds  derived  from  a  variety  of 
sources,  including  NMDP,  private  sources,  and  charitable  giving.     In  HLA-A 
and  -B  typing  for  marrow  transplantation,  splitting  of  the  major  types  into 
subtypes  is  important.    Not  all  laboratories  are,  or  need  to  be,  equipped 
to  perform  the  subtype  splits  required  for  marrow  transplantation.  Failure 
to  detect  subtypes  can  result  in  false  matches,  leading  to  costly  and  time- 
consiiming  retesting.    HLA-DR  types  are  also  very  important  in  marrow 
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transplantation,  but  less  than  30  percent  of  the  donors  are  so  typed.  It 
is  cost-effective  to  perform  A,   B,   and  DR  testing  together,  but  that  would 
entail  nearly  twice  the  cost  and  severely  tax  available  laboratory 
capacity.     Nevertheless,  it  is  very  important  to  perform  DR  typing 
prospectively  because  it  speeds  the  search  process  and  permits  transplants 
for  patients  before  they  become  too  ill  to  tolerate  the  procedure.  In 
addition,  large-scale  patient-focused  drives  strain  even  the  capacity  for  A 
and  B  testing.    The  Institute  is  working  with  the  NMDP  to  redistribute 
funds  to  support  HLA-A,  -B,  and  -DR  typing  for  both  planned  day-by-day 
recruiting  and  patient-oriented  drives.     In  the  contract  year  now  drawing 
to  a  close,  nearly  $400,000  in  contract  funds,  more  than  $3  million  of 
charitable  funds  raised  through  the  LifeSavers  Foundation,  and  more  than 
$100,000  of  fee-for-service  funds  were  directed  to  HLA  typing. 
Program  Funding 

Overall  funding  for  the  program  comes  from  several  sources:  1)  Federal 
contract  support  of  $3,671  million  in  the  contract  year  ending  April  30, 
1990;  2)  fees-for-services  provided  to  marrow  transplant  centers,  estimated 
to  be  at  least  $4.2  million  for  the  same  period;  and  3)  charitable  gifts 
through  the  LifeSavers  Foundation  and  other  interested  organizations, 
estimated  to  be  more  than  $3.0  million.     The  services  for  which  fees  are 
charged  include  recalling  donors  for  HLA-DR  typing  and  mixed- lymphocyte- 
culture  crossmatching,  performing  donor  evaluations  through  physical 
examination  and  laboratory  testing  prior  to  actual  donations,  and  providing 
for  donation  of  the  marrow  and  its  transport  to  the  transplant  center. 
Most  of  the  funds  pass  through  the  coordinating  center  to  donor  centers  or 
collection  centers.    Any  excess  of  income  over  expenses  is  being  used  to 
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expand  the  program,  including  the  registry.     Charitable  funds  are  raised  to 
assist  specific  patients  and  also  to  support  the  program  as  a  whole.  Most 
of  the  charitable  money  goes  to  support  HLA-A  and  -B  typing  during  patient- 
focused  donor  drives  or  to  support  HLA-DR  typing  for  patients  who  find  A 
and  B  matches  in  the  registry. 
Registry 

The  registry  now  contains  nearly  100,000  volvinteers.  Although 
impressive  gains  have  occurred  within  the  past  few  months,  the  registry 
still  contains  too  few  representatives  of  American  minority  groups.  Tissue 
(HLA)  types  are  inherited  and  some  combinations  of  A,  B,  and  DR  types  are 
more  common  in  some  racial-ethnic  groups  than  in  others.    While  some 
combinations  are  typical  of  certain  groups,  the  "melting  pot"  effect  in  the 
United  States  and  throughout  the  world  makes  very  few  combinations 
exclusive  to  any  one  group.     Increasing  international  cooperation  among 
marrow  registries  is  helping  both  the  United  States  and  other  countries  by 
expanding  access  to  donors  in  other  national  groups.     In  addition,  the  NMDP 
and  the  Institute  are  now  making  every  effort  to  ensure  that  the  registry 
will  be  representative  of  the  American  people.    At  least  six  marrow  donor 
centers  have  begtin  to  recruit  marrow  donors  from  whole  blood  donor  lists 
and  are  making  special  efforts  to  recruit  minorities.  Informational 
brochures  targeted  to  minorities  have  been  prepared.     The  program  is 
planning  to  use  focus  groups  to  help  determine  how  best  to  deliver  the 
message  of  minority  needs  to  appropriate  groups.     Finally,  the  NHLBI 
National  Blood  Resource  Education  Program  (NBREP)  is  allocating  additional 
resources  to  stimulate  public  awareness  of  the  need  for  minorities  to 
participate,  in  the  registry.    The  NBREP,  initially  devoted  to  lay  and 
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professional  education  regarding  blood  transfusion,  involves  both 
professional  and  non-professional  community  groups.    The  additional 
resources  permit  the  NBREP  to  expand  and  assist  with  marrow  donor 
recruitment  and  to  increase  the  participation  of  appropriate  new  community 
groups  in  the  process.    The  results  of  an  NBREP  survey  about  minority  blood 
donors  will  assist  in  this  endeavor  since  recruiting  marrow  donors  from 
among  blood  donors  is  effective. 

Marrow  donor  recruitment  employs  three  strategies:    1)  planned 
solicitation  from  whole  blood  and  specialty  blood  donor  lists,  community 
organizations,  and  local  chapters  or  divisions  of  national  groups;  2) 
individual  recruitment  through,  increased  public  awareness;  and  3)  patient- 
focused  community,  regional,  and  national  marrow  donor  drives.    With  each 
of  these  strategies,  it  is  important  that  donors  be  appropriately  screened 
for  suitability  and  that  their  consent  to  participate  be  based  upon 
adequate  information. 

The  NMDP  has  evolved  considerably  since  its  inception.     Due  to  the  cost 
of  HLA  typing,  it  was  initially  planned  to  recruit  donors  from  individuals 
already  HLA  typed  by  blood  centers  for  another  purpose.    However,  the 
ntunber  of  donors  available  from  this  source  was  overestimated  and 
consequently  the  need  for  funds  for  HLA  typing  was  unanticipated.    When  it 
was  confirmed  that  unrelated-donor  marrow  transplants  were  medically 
feasible,  the  focus  of  the  NMDP  shifted  toward  providing  donqrs  and  away 
from  conducting  research.    A  goal  for  the  registry  of  100,000  donors  was 
believed  to  be  adequate  to  provide  most  patients  with  donors. 
Unfortunately,  this  ntmiber  was  found  to  be  too  low,  so  the  NMDP  has  adopted 
a  new,  but  still  preliminary,  goal  of  250,000.     Reaching  the  new  goal  will 
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require  that  an  additional  150,000  individuals  be  typed  for  HLA  antigens. 
At  a  cost  of  $75  per  person,  the  total  cost  to  reach  the  new  goal  will  be 
$11.25  million.     If  there  are  no  new  technological  breakthroughs  and  if 
HLA-DR  typing  is  to  be  performed  as  well,  the  figure  will  double  to  $23 
million.     To  DR  type  those  in  the  current  file  that  have  only  HLA-A  and  -B 
typings  would  take  an  additional  $8.9  million.     Hence,  to  attain  a  registry 
of  250,000  donors,  all  typed  for  HLA-A,  -B,  and  -DR,  would  require  more 
than  $31  million.     Regardless  of  the  figure,  we  expect  the  cost  to  be 
derived  from  a  combination  of  public  and  private  sources.     As  the  250,000 
figure  is  approached,  program  performance  in  providing  matched  donors  will 
be  reassessed  and  the  frequency  of  HLA  combinations  in  different  population 
groups  will  be  recalculated.     It  is  my  opinion  that  the  goal  will  again 
need  to  be  raised  and  the  distribution  adjusted  for  the  registry  to  serve 
the  health  needs  of  the  nation.     Nonetheless,  it  is  important  to  understand 
that  there  will  always  be  some  patients  with  HLA  combinations  so  rare  that 
no  matter  what  size  the  registry  may  be,  a  matching  donor  cannot  be  found. 
The  original  contract,  administrated  by  the  DOD,  was  intended  to  provide 
seed  money,  with  the  program  becoming  self-sufficient  within  three  years. 
Because  of  the  need  for  further  research  and  development  in  the  field  of 
marrow  transplantation  and  because  of  the  high  costs  of  HLA-typing 
associated  with  donor  recruitment,  it  is  likely  that  a  continued  Federal 
role  will  be  necessary  for  the  foreseeable  future. 
Oversight 

The  NMDP  volunteer  Board  has  played  an  important  role  in  the  inception 
and  development  of  the  program.     The  Board  was  originally  organized  as  a 
subcommittee  of  the  American  Red  Cross  Blood  Services  Committee.    We  are 
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now  looking  at  new  managerial  approaches.     The  Institute  is  working  to 
qualify  the  National  Marrow  Donor  Program,   Incorporated,  as  a  Federal 
contractor  and  effect  a  transfer.     The  NHLBI  plans  to  appoint  a  policy 
committee  to  assist  the  Institute  in  working  with  this  new  organization 
toward  further  growth  and  development  of  the  program. 
Standards 

The  NMDP,  through  its  Board  and  Standards  Committee,  has  set  standards 
for  operating  the  many  parts  of  the  program.     Some  standards  have  been 
controversial  and  many  have  been  modified  as  new  information  has  become 
available.    Marrow  transplantation  from  unrelated  donors  is  new  and  still 
evolving.     The  donation  process  is  not  innocuous,  requiring  general  or 
spinal  anesthesia  and  1-2  quarts  of  marrow  fluid  to  be  withdrawn  from  the 
hip  bones.     The  fluid  and  blood  lost  is  replaced  by  previously  donated 
autologous  blood.     Most  donors  leave  the  hospital  after  1-3  days  and  resume 
normal,  or  nearly  normal,  activities  soon  thereafter.    Although  no  NMDP 
donor  has  had  a  serious  problem  from  the  donation  itself,  a  very  small 
number  of  related  donors  have  had  serious,  but  not  fatal  or  long-term, 
consequences.    We  believe  that  it  is  Important  to  maintain  this  record  of 
safety  for  the  marrow  donor  program. 

Marrow  from  another  person,  related  or  unrelitted,  may  react  against  the 
recipient  causing  graft-vs-host  disease,  which  can  be  severe  and  sometimes 
fatal.     The  recipients  of  marrow  from  unrelated  donors  have  more  severe 
graft-vs-host  disease  than  do  those  from  related  donors.    Accordingly,  a 
higher  degree  of  skill  is  needed  for  allogeneic  (from  another  person) 
marrow  transplantation  than  for  autologous  marrow  transplantation;  the 
highest  degree  of  skill  is  needed  for  allogeneic  transplants  when  the  donor 
is  not  related  to  the  recipient. 
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The  need  for  transplant  center  standards  has  not  been  disputed, 
although  some  of  the  individual  standards  have  been.     The  current  NMDP 
Transplant  Center  Standards  can  be  met  by  any  center  that  has  made  a 
commitment  to  performing  allogeneic  transplants.     Furthermore,  the 
standards  are  similar  to  those  recently  endorsed  by  the  Executive 
Committee  of  the  American  Society  of  Hematology  and  the  Governing  Board  of 
the  American  Society  of  Clinical  Oncology  and  published  in  the  journal. 
Blood.    Nevertheless,  one  of  the  duties  of  the  NHLBI  Policy  Committee  will 
be  to  advise  the  Institute  on  further  development  of  the  standards  and 
changes  recommended  in  them  by  the  Standards  Committee  and  the  NMDP  Board. 

In  addition  to  the  NMDP,  several  smaller  registries  are  federated  into 
the  American  Association  of  Bone  Marrow  Donor  Registries  (also  known  as  the 
American  Registry  or  AR)  and  coordinated  by  the  Caitlin  Raymond  Foundation, 
Worcester,  Massachusetts.    The  registries  of  the  AR  were  founded  by 
individuals  or  families  who  sought  unrelated  marrow  donors  before  a 
national  program  existed,  and  are  largely  staffed  by  volunteers  whose 
viewpoint  is  similar  to  that  of  many  members  of  the  NMDP  Board.    The  AR  is 
strongly  patient  oriented.    Virtually  anyone  can  contact  the  AR 
coordinating  center  and  begin  a  search  for  a  marrow  donor  through  AR 
affiliated  registries  and  through  some  foreign  ones.     If  a  matching  donor 
is  found,  patients  and  their  physicians  must  seek  a  center  to  perform  the 
transplant,  and  must  themselves  assess  the  center's  qualifications  to 
perform  unrelated-donor  transplants.    As  encouraged  by  the  Congress,  I  have 
met  with  representatives  of  the  AR  and  suggested  that  they  work  closely 
with  the  NMDP  to  try  to  resolve  differences.     I  believe  that  things  are 
improving  and  progressing  satisfactorily.     Recently,  two  of  the  registries 
that  participated  in  the  AR  have  joined  the  NMDP  as  donor  centers.  The 
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NHLBI  Policy  Committee  is  expected  to  help  the  Institute  resolve  any 
remaining  differences  between  the  NMDP  and  the  AR  and  to  achieve  the  goal 
of  providing  donors  for  patients  in  need. 
Potential  Research  Avenues 

Although  the  results  of  marrow  transplantation  are  encouraging  and  many 
lives  are  being  saved,  much  more  needs  to  be  done  to  understand  and  improve 
the  scientific  aspects  of  the  process.    Direct  and  rapid  access  to  the 
very  rich  clinical  and  laboratory  material  from  the  NMDP  provides  an 
exciting  stimulus  to  research  in  the  basic  biology  of  cell  growth, 
development,  and  transplantation.     For  excimple,  the  Institute  is  about  to 
announce  a  new  research  program  to  study  the  primitive  source  cells  (stem 
cells)  for  all  blood  cells.     The  progreim  will  focus  upon  growing  the  cells 
in  the  laboratory  and  examining  their  growth  and  development  as  well  as 
their  response  to  newly  discovered  cell  growth  factors.     The  NHLBI  is  also 
exploring  ways  to  support  improvements  in  HLA  typing  so  that  it  can  be 
done  more  efficiently,  more  accurately,  and  less  expensively.    With  better 
HLA  typing,  more  can  be  learned  about  how  close  the  matches  must  be. 
Although  it  is  very  xinlikely  that  anything  remotely  resembling  the 
"universal  donor"  (blood  type  0)  of  blood  transfusion  will  be  foiuid,  we 
believe  that  some  mismatches  are  likely  to  be  less  troublesome  than  others. 
The  marrow  donor-recipient  cell  repository  is  an  invaluable  resource  for 
this  research.     It  is  also  expected  to  benefit  solid  organ  transplantation 
and,  thus,  these  activities  will  help  make  all  transplantations  more 
effective  and  less  costly  so  that  they  can  be  made  available  to  all 
Americans  who  need  them.     The  NHLBI  intramural  program  is  starting  a  marrow 
transplant  unit  that  will  combine  research  on  basic  transplant  biology  with 
the  gene  therapy  activities  of  the  Institute. 
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The  National  Marrow  Donor  Program  is  undergoing  an  evolution  in  its 
management  and  organization.    We  believe  that  it  should  proceed  in  an 
orderly  fashion,  respecting  appropriate  rules,  policies,  and  procedures  to 
assure  the  safety  and  confidentiality  of  marrow  donors  and  the  best 
interests  of  marrow  transplant  recipients.    The  Institute  will  continue  to 
administer  the  program  in  the  interest  of  all  Americans  who  might 
participate,  and  will  use  all  sources  of  information,  to  help  best  chart 
its  course. 

Thank  you  for  the  opportunity  to  appear  before  you  today.  '  I  will  be 
pleased  to  answer  any  questions  you  might  have. 
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The  Chairman.  Ms.  Keller. 

Ms.  Keller.  I  am  Joan  Keller.  I  am  president  of  the  American 
Bone  Marrow  Donor  Registry.  With  me  is  Joann  Raymond,  who  is 
the  director  of  the  Caitlin  Raymond  International  Registry  and  sec- 
retary of  the  American  Registry.  I  would  like  to  thank  you  and  the 
committee  for  the  opportunity  to  be  here. 

I  would  like  to  give  you  just  a  brief  background  on  the  American 
Registry  today,  since  maybe  some  people  are  not  familiar  with  it. 

The  American  Bone  Marrow  Donor  Registry  originated  in  Louisi- 
ana in  1984,  when  over  400  people  responded  to  an  appeal  by  a 
local  child  who  needed  a  bone  marrow  transplant  or  a  bone 
marrow  donor.  It  quickly  became  obvious  to  those  who  were  help- 
ing with  that  effort  that  there  was  an  even  greater  need  out  there 
when  parents  and  relatives  from  all  over  the  country  started  call- 
ing to  ask  us  to  search  our  little  file. 

We  made  over  100  phone  calls  to  transplant  centers  such  as  Wis- 
consin, Seattle,  Iowa,  etc.,  the  Leukemia  Society,  hematologists,  on- 
cologists, and  parents  and  relatives  who  had  gone  through  the  ago- 
nizing problem  of  trying  to  search,  unsuccessfully,  for  their  own 
relatives.  And  we  made  a  decision  that  we  had  to  continue  what  we 
were  doing,  and  the  Louisiana  registry  was  incorporated  as  a  tax- 
exempt  nonprofit  corporation,  formed  a  board  of  directors,  and  got 
an  excellent  medical  advisory  board  to  work  closely  with  us. 

Other  regional  registries  were  similarly  developed  as  time  went 
on,  mostly  by  family  members  of  patients  who  had  also  recognized 
the  need  for  a  bone  marrow  donor  source.  And  they  were  helped  to 
establish,  as  we  were,  and  then  ultimately  the  incorporation  of  the 
American  Bone  Marrow  Donor  Registry  united  these  efforts,  and 
standards  and  procedures  of  operation  were  adopted,  and  a  trifold 
function  and  purpose  were  identified. 

Those  were:  first,  to  develop  and  maintain  an  ever-increasing 
source  of  marrow  donors;  second,  to  coordinate  and  process  search 
requests  as  efficiently  and  cost  effectively  as  possible;  and  third,  to 
provide  both  donor  and  patient  advocacy. 

The  regional  donor  centers  are  responsible  for  donor  recruit- 
ment, donor  file  maintenance  within  defined  geographic  areas,  to- 
tally covering  the  entire  country,  and  to  quickly  and  efficiently 
conducting  searches  of  their  files. 

The  growth  of  the  donor  panel  has  been  consistent,  with  an  em- 
phasis placed  on  donor  education  and  donor  support.  Provisions  for 
protection  of  privacy  and  absolute  confidentiality  of  the  donor  are 
paramount,  as  are  concerns  for  careful  counseling,  medical  evalua- 
tion, harvesting,  and  insurance  coverage  for  each  donor. 

To  date,  the  costs  associated  with  donor  recruitment  have  been 
borne,  in  many  cases,  by  the  donors  themselves,  by  sponsoring  cor- 
porations or  organizations,  by  fundraising  efforts  on  the  part  of  pa- 
tients' families,  and  by  fundraising  efforts  on  the  part  of  the  re- 
gional donor  centers  themselves. 

The  Caitlin  Raymond  International  Registry  is  the  American 
Registry  bone  marrow  donor  coordinating  center  for  patient  serv- 
ices. Through  this  division,  patients,  physicians,  and/or  transplant 
centers  are  provided  with  one-call,  worldwide  access  to  donor 
sources.  The  American  Registry  accesses  all  donor  sources  immedi- 
ately for  a  one-time  search  initiation  fee.  Only  three  of  the  nine 
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U.S.  registries  charge  additional  access  fees,  two  in  Israel,  one  in 
Belgium. 

The  attending  physician  and  patient  at  the  start  of  the  search 
process  are  sent  completed  request  forms  with  instructions  on  how 
to  initiate  searches  in  those  three  registries  with  additional  fees, 
along  with  instructions  for  accessing  the  National  Marrow  Donor  j 
Program.  ' 

International  cooperation  has  been  and  continues  to  be  extreme-  | 
ly  gratifying.  The  Soviet  contingent  was  over  here  just  a  couple  of  i 
weeks  ago  to  meet  with  us,  and  we  have  had  a  tremendous  working  ! 
relationship  with  most  of  the  European  countries  and  also  some  of 
the  Asian  countries.  ^ 

Through  a  grant  provided  by  U.S.  Sprint,  the  American  Registry 
donor  centers  and  some  of  the  foreign  donor  sources  are  connected 
by  electronic  communication,  which  has  shortened  response  time 
considerably.  There  are  other  foreign  registries  who  are  going  to  be 
connected  very  shortly.  Hadassah  went  on  line  just  the  other  day. 

The  American  Bone  Marrow  Donor  Registry  which  was  begun  by  | 
volunteer  effort  is  today  composed  of  a  fully  staffed  patient  search  I 
division  supported  by  search  fees,  and  regional  donor  registries 
which  are  run  by  a  combination  of  dedicated  volunteers  and  some 
paid  staff. 

There  are  some  concerns  in  spite  of  the  tremendous  progress 
which  has  been  made  in  the  transplant  field  and  in  the  area  of 
donor  recruitment.  There  are  some  concerns  which  I  would  like  to 
identify  and  discuss  to  some  extent  today. 

Our  first  and  primary  concern  is  that  the  immediate  and  routine 
disclosure  of  all  donor  sources  to  all  patients  and  physicians  is  crit- 
ical to  the  successful  outcome  of  the  search  process,  for  many  pa- 
tients. A  registry  which  does  not  inform  the  patient  or  physician  of 
the  existence  of  another  registry  within  this  country  not  directly  ! 
affiliated  with  its  program  or  a  registry  which  performs  searches  in  I 
time-delayed  incremental  stages  may  delay  the  identification  of  an  | 
acceptable  donor,  and  that  delay  may  sometimes  result  in  the 
death  of  the  patient.  j 

We  had  a  comment  here  this  morning,  and  we  verified  as  Con- 
gressman  Young  left,  the  three  patients  whom  he  has  committed 
for  himself  to  make  sure  he  can  do  everything  in  his  power  to  iden- 
tify a  donor  for,  have  not  been  informed  of  the  American  Registry  i 
and  have  not  been  submitted  for  search  to  the  American  Registry.  , 
He  is  being  sent  the  forms  immediately.  But  those  patients  have  so 
far  been  denied  access  to  about  150,000  donors. 

The  Chairman.  I  don't  understand.  We  heard  from  Dr.  Lenfant  j 
that  these  negotiations  are  going  ahead,  that  this  is  moving  for- 
ward. 

What  about  it,  then,  Dr.  Lenfant?  I 
Ms.  Keller.  Well,  I  don't  know  the  story  with  Congressman  j 
Young,  but  he  did  verify  the  fact  that  those  patients  did  not  know  i 
of  the  American  Registry  and  their  searches  have  not  been  submit-  r 
ted  to  the  American  Registry.  They  will  be,  I  am  sure,  within  the 
next  week  or  so.  But  I  don't  know  how  long  those  patients  have  )-  , 
been  searching.  However  long  it  is,  they  have  that  much  of  a  delay  i  , 
that  they  have  searched.  ,  , 
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The  Chairman.  Well,  I  think  we  all  are  not  going  to  tolerate  bu- 
reaucracy on  it.  We  are  just  not  going  to  do  it.  I  just  want  to  make 
that  very  clear.  I  mean  we  hear  that  conversations  are  going  on, 
the  other  ones  aren't  getting  it.  And  we  are  just  not  going  to  toler- 
ate it,  and  we  are  going  to  name  organizations  and  name  names 
and  tell  who  is  not  pulling  their  share  of  the  weight.  I  want  to 
make  it  very,  very  explicitly  clear. 

So  we  are  hopeful  that  this  can  be  done  in  a  way  that  any  sensi- 
ble, logical,  rational  groups  would  try  and  do  it.  But  I  think  all  of 
us  have  been  around  here  long  enough  that  we  can  say  that  that 
doesn't  always  happen.  But  here  is  one  area  we  are  just  not  going 
to  do  it.  And  I  think  you  have  got  that  sense  from  all  sides  that 
have  spoken  today.  Aiid  we  want  to  work  with  you  in  ways  to 
make  it  easier  to  do  that,  and  we  commit  ourselves  to  that.  And 
you  have  got  to  help  us  if  there  is  some  way  that  we  can  be  a  con- 
structive force. 

But  we  are  not  going  to  be  in  a  situation  after  this  process  moves 
through  in  terms  of  the  authorization — I  don't  even  think  it  has 
too  be  that;  it  just  seems  to  me  that  you  ought  to  be  able  to  work 
that  out  immediately — we  are  just  not  going  to  tolerate  that.  And  I 
cannot  stress  enough  or  emphasize  it  enough. 

Why  don't  you  continue. 

Ms.  Keller.  I  will  go  off  the  beaten  track  one  more  time.  There 
is  a  child  in  a  southern  State  right  now  who  learned  of  the  Ameri- 
can Registry  through  a  TV  program,  the  grandmother  did,  and  got 
in  touch  with  us.  The  search  was  initiated  through  the  transplant 
center,  and  the  child  will  have  a  transplant  within  the  next  two 
weeks,  because  almost  immediately  we  identified  a  donor  who  was 
previously  ABDR  tjrpe,  first  and  level  match,  and  the  MLC  is  pro- 
ceeding at  this  time.  And  that  child  will  be  transplanted. 

That  child  could  have  had  access  to  that  donor  a  year  and  a  half 
ago. 

The  solution  right  now  is  the  registries  should  routinely,  both  of 
us,  both  American  national  registries,  should  routinely  and  imme- 
diately provide  patients  and  physicians  with  written  notification  of 
all  donor  sources.  A  registry  which  ignores  the  existence  of  other 
resources  fosters  an  atmosphere  of  competition,  and  this  is  an  area 
in  which  competitive  attitudes  cannot  exist. 

The  fee  structures  are  another  concern  of  ours.  The  fee  struc- 
tures directly  related  to  the  search  process  within  a  registry  needs 
some  form  of  control  or  should  possibly  be  governed  by  the  registry 
itself.  A  registry  which  has  no  control  over  wide  variances  in  sur- 
charges or  administrative  fees  added  to  its  own  search  fee  struc- 
ture, which  may  be  extremely  fair  by  individual  transplant  centers, 
results  in  discontinued  patient  searches. 

A  patient  who  is  unable  to  afford  access  or  administrative 
charges  at  one  center  is  not  always  aware  that  access  fees  and  ad- 
ministrative charges  at  another  center  may  be  well  within  his 
means  or  well  within  the  amount  that  his  own  insurance  company 
would  be  willing  to  cover. 

This  situation  also  pertains  to  DR  typing  second-level  typing.  The 
variance  in  charges  may  prove  costly  to  a  patient  in  terms  of  suc- 
cessful outcome.  A  patient,  for  instance,  who  has  about  $5,000 
worth  of  coverage  to  DR  type  or  do  second-level  testing  may  not  be 
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aware  that  going  through  one  center  that  amount  of  money  will 
type  11  donors,  where  going  through  another  center  that  same 
amount  of  money  would  have  been  enough  to  cover  17  typings. 

The  American  Registry  accepts  search  requests  from  the  attend- 
ing physician  and/or  transplant  center  and  allows  the  same  to  re- 
quest DR  typing.  The  fees  for  search  and  DR  typing  are  standard 
and  the  fee  schedule  is  disclosed  at  the  beginning  of  the  search. 

A  solution  to  the  overall  problem  might  be  that  a  uniform  fee 
structure  should  be  implemented  in  either  or  both  registries.  If 
access  to  a  program  can  be  made  only  through  approved  transplant 
centers  or  through  approved  centers,  the  center's  approval  could 
possibly  at  least  depend,  in  part,  on  their  acceptance  of  the  fee 
schedule.  At  the  very  least,  the  registry  should  provide  patients 
and  physicians  with  a  list  of  individual  center's  fees  at  the  begin- 
ning of  the  search  process. 

The  third  concern  is  disclosure  of  protocols  and  criteria  at  trans- 
plant centers  as  they  relate  to  treatment  of  various  diseases,  dis- 
ease status,  patient  age,  etc.,  is  essential  to  efficient  donor  searches. 
Requiring  that  activation  of  a  donor  search  be  done  only  through 
participating  transplant  centers  which  have  specific  criteria  for  ac- 
ceptance of  a  patient  may  sometimes  result  in  unnecessary  elimi- 
nation of  patients  from  the  search  process.  If  a  patient's  disease 
status  changes  during  the  search  process,  that  center  may  termi- 
nate the  search  and  that  patient  may  not  be  informed  that  he  or 
she  might  still  qualify  for  donor  search  at  another  transplant 
center. 

Similarly,  centers  have  different  criteria  for  degree  of  acceptable 
donor  match.  A  donor  search  which  results  in  the  identification  of 
donors  who  do  not  meet  the  criteria  of  the  access  center  might 
have  been  acceptable  at  another  center.  One  center  might  accept 
only  because  of  the  patient's  disease,  age,  etc.,  only  perfectly 
matched  donors,  where  another  center  may  have  a  protocol  which 
allows  for  a  minor  mismatch  to  be  acceptable  and  have  the  statis- 
tics to  show  that  they  have  a  success  rate  to  bear  that  out. 

Sometimes  the  patient  is  not  advised  of  the  alternatives  or  the 
donors  identified,  terminates  the  search  and  is  not  aware  that  they 
could  have  continued  the  search  through  another  center.  Perhaps 
the  solution  is  to  push  back  the  time  that  is  required  to  choose 
transplant  center  until  the  search  process  has  allowed  the  determi- 
nation of  the  best  donor  available  to  a  particular  patient.  Whether 
the  patient  is  going  to  be  able,  from  indications  of  search  results,  to 
find  a  perfectly  matched  donor  or  a  donor  that  may  be  the  best 
that  could  be  found  with  a  minor  mismatch. 

We  need  to  make  available  to  the  patient  and  physician  informa- 
tion regarding  criteria  at  all  transplant  centers  under  consider- 
ation for  a  particular  patient,  including  degree  of  acceptable  donor  j 
match,  diseases,  disease  status  treated  under  their  protocol,  age  ac-  ' 
ceptance,  etc..  \ 

We  believe  that  patient  advocacy  needs  to  be  and  is  an  integral  | 
part  of  the  search  process.  A  registry  which  focuses  on  the  needs  of 
the  transplant  center  and  places  little  emphasis  on  the  needs  of  the  : 
patient  may  ultimately  fail  the  patient,  and  that  is  the  very  reason  ' 
for  which  the  registry  was  established. 
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Unrelated  donor  searches  often  need  to  be  tailored  to  meet  the 
circumstances  of  individual  patients.  The  patients'  HLA  typing,  dis- 
ease status,  financial  situation,  etc.,  sometimes  necessitate  a 
change  in  the  normal  search  procedure  to  adequately  explore  all 
search  options. 

The  American  Registry  currently  assists  patients  and  physicians 
in  accessing  and  understanding  resources  available  through  all  ex- 
isting registries.  Assistance  is  also  provided  with  referrals  to  trans- 
plant centers  appropriate  to  the  patient's  age,  disease  status, 
degree  of  match,  etc.  The  coordination  centers  are  not  only  respon- 
sible for  search  and  follow-up  procedures  but  serve  as  information 
centers  where  ongoing  individualized  support  is  available. 

Long-term  solutions  should  be  that  a  registry  must  provide  indi- 
vidualized patient  assistance  when  necessary.  The  patient  division 
should  be  a  separate  entity  whose  focus  is  solely  patient-oriented.  It 
has  been  our  experience  that  no  one  office  or  one  particular  person 
or  function  within  the  American  Registry  can  simultaneously 
handle  advocacy  for  the  donor,  the  transplant  center,  and  the  pa- 
tient. The  duties  are  separate  and  probably  should  be  handled  by 
separate  divisions. 

According  to  the  big  point  we  talked  about  today,  a  steady  in- 
crease in  the  donor  pool  must  be  maintained,  with  particular  atten- 
tion being  given  to  the  quality  of  the  donors  being  recruited  and 
commitment  to  the  program.  The  recruitment  of  well-informed, 
medically  acceptable,  properly  motivated,  truly  committed  marrow 
donors  can  be  attained  only  through  well-organized,  controlled  test- 
ing drives.  Massive  donor  testing  resulting  from  sensational  emo- 
tional appeal  brings  numbers  but  not  necessarily  good,  viable 
donors. 

Donor  drives  must  involve  interaction  by  the  registry  with  the 
sponsoring  entity,  whether  it  be  the  patient's  family,  organization, 
or  corporation.  Laboratory  representatives  must  also  be  well-versed 
on  the  recruitment  effort  and  donor  qualifications.  And  then  per- 
sonal contact  with  donors  throughout  the  stages  of  testing  must  be 
maintained. 

I  don't  mean  to  sound  negative.  I  don't  mean  to  say  that  efforts 
like  the  families  we  have  mentioned  here  today  are  wrong.  They 
are  not.  But  while  those  families  or  while  people  have  massive  pub- 
licity, they  need  to  be  working  very  closely  with  information  read- 
ily available  to  predistribute  to  donors  or  to  make  sure  that  when 
there  are  donors  being  tested  where  there  is  over  500  at  a  particu- 
lar drive,  that  there  are  enough  people  on  hand,  medical  personnel, 
enough  people  trained  to  properly  screen  the  donors,  to  make  sure 
that  the  family  that  is  raising  money  is  paying  for  viable  donors 
who  are  coming  in  to  the  system,  that  the  donors  themselves  un- 
I    derstand  what  this  process  is  that  they  are  volunteering  for. 
I       We  took  over  a  drive  very  suddenly  that  needed  to  be  continued. 
1    People  were  already  scheduled,  etc.,  at  a  church,  and  we  did  step  in 
1    and  were  able  to  finish  a  drive.  The  drive  was  not  one  that  we  had 
I    personally  set  up  and  worked  with  the  donors  prior  to.  Out  of  that, 
!    maybe  400  or  500  to  600  people  who  were  tested  that  day,  there 
1    were  about  40  who  should  never  have  had  the  blood  drawn  and  had 
to  be  eliminated.  There  were  others  who  really  were  not  aware  of 
what  was  going  on. 
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We  have  conducted  large  drives  but  we  have  made  sure  that  , 
prior  to  the  drive  the  information  has  been  disseminated  to  donors,  | 
that  the  day  of  the  drive  that  they  have  not  read  the  information,  ^ 
they  cannot  be  drawn,  they  cannot  have  blood  drawn  until  they  i 
have  read  all  the  information  that  is  there  and  they  have  been  [ 
properly  screened.  [ 

In  order  to  sustain  the  continued  growth  of  the  donor  pool,  some  ^ 
funding  will  be  essential.  To  date,  the  American  Bone  Marrow  i 
Donor  Registry  has  used  no  public  money  and  has  amassed  a  donor  ) 
file  of  about  30,000  donors  at  a  cost  of  $60  per  donor.  The  total  cost  [ 
to  date  or  moneys  raised  have  been  approximately  $1,600,000.  f 

The  Chairman.  I  will  give  you  just  another  minute  or  two  be-  ^ 
cause  I  want  to  get  Dr.  Graves'  testimony,  and  then  I  will  question  j 
both  of  you.  So  we  will  put  your  full  statement  in.  But  would  you  i 
like  to  wind  up?  ' 

Ms.  Keller.  Fm  sorry.  Me?  | 

The  Chairman.  Yes.  1 

Ms.  Keller.  The  other  big  concern,  one  other  that  I  would  like  to  , 
make  is  that  accessibility  to  marrow  transplant  must  be  made  ^ 
more  equitable  who,  for  those  financial  considerations,  may  be 
denied.  There  are  35  million  people  uninsured  in  the  United  States,  ^ 
an  equal  number  are  uninsured,  and  because  of  the  system  of  re-  |^ 
stricting  donors  to  being  used  only  in  certain  transplant  centers,  y 
there  are  many,  many  Americans  being  left  out  of  the  chance  not  j. 
only  to  have  a  marrow  transplant  but  to  be  even  searched. 

In  Louisiana  alone,  there  are  30-plus  Medicaid  patients  whose 
coverage  will  not,  if  they  leave  the  State  for  transplant,  are  not  eli-  ti 
gible  for  transplant,  and  they  have  not  even  accessed  the  National 
Marrow  Donor  Program  because  the  search  itself  would  be  futile. 

One  short  point  is  that  we  believe  there  should  be  criteria  with 
regard  to  transplant  centers.  We  believe  the  criteria  should  be  li 
looked  at  without  prejudice,  should  be  equitable  to  allow  patients 
access  to  transplants.  Perhaps  the  criteria  should  be  established  by 
a  Federal  agency  or  review  should  be  in  the  province  of  an  outside 
objective  agency  and  not  an  entity  that  in  essence  is  part  of  the 
program. 

I  think  the  American  Bone  Marrow  Donor  Registry  was  begun 
by  volunteers  with  a  deep  empathy  with  patients,  but  it  has  ma-  \i 
tured  into  a  major  entity  in  the  world  of  marrow  transplant.  It  has  i 
demonstrated  the  ability  to  generate  viable,  well-informed  marrow 
donors,  establish  worldwide  cooperation,  etc..  I  think  to  date  there  ' 
are  two  national  registries  that  function  in  this  country  with  per-  i 
haps  different  perspectives  and  goals,  but  the  time  has  come  when 
the  experiences  of  both  should  provide  a  base  on  which  to  improve  | 
the  search  process  for  all  involved.  The  areas  where  each  has  dem-  ' 
onstrated  expertise  should  be  fostered,  recognizing  and  enlisting  ^ 
the  individual  skills  of  existing  organizations  under  the  auspices  of  ' 
the  NIH,  should  increase  the  efficacy  and  decrease  the  cost  of  this  ' 
program.  And  it  is  essential  to  the  success  of  the  program  that  , 
these  organizations  begin  to  work  together.  i 

Thank  you. 

[The  prepared  statement  of  Ms.  Keller  follows:]  i 
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J— 7  IftEPARED  STATEMENT  OF  JOAN  A.  KEUJBI  ~ 

Ahtf  Amrtltan  Bont  Harrov  Donor  Registry  originated  in  LoviisiuMi  in  1984  vhm  ov«r 
400  people  vtrc  HLA  typtd  in  response  to  em  appeal  for  a  local  child  vho  vas  In 
nead  of  a  bona  narrow  donor.  It  quiclcly  became  obvious  that  an  even  greater  need 
existed  and  after  over  100  phona  calls  to  transplant  centers  such  as  Wisconsin, 
Stattle,  lova,  to  Individual  hematologlsts/oncologists,  to  parents  and  relatives 
vho  had  gone  through  the  nightmare  and  emotional  stress  of  trying  unsuccessfully 
to  locate  a  marrow  donor  the  Louisiana  HLA  Registry  vas  incorporated  as  a  tax- 
exempt,  non-profit  organization  with  an  established  board  of  directors  and 
medical  advisory  board.  Other  regional  donor  registries  were  similarly 
established  by  family  members  of  patients  vho  from  personal  experience  recognized 
the  need  for  a  marrow  donor  resource,  tfith  the  incorporation  of  the  American 
Bone  Marrow  Donor  Registry  these  efforts  were  unified  and  standards  and 
procedures  of  operation  were  adopted.  A  trifold  function  and  purpose  verc 
identified: 


1.  to  develop  and  maintain  an  ever-increasing  source  of  nfarrow  donors 

2.  to  coordinate  and  process  search  requests  as  efficiently  and  cost 
effectively  as  possible 

3.  to  provide  both  donor  and  patient  advocacy 

The  regional  donor  centers  are  responsible  for  donor  recruitment  and  donor  file 
maintenance  within  defined  geographic  areas,  totally  covering  the  entire  country 
and  for  quickly  and  efficiently  conducting  searches  of  their  files.  The  growth 
of  the  donor  panel  has  been  consistent  with  an  emphasis  placed  on  donor  education 
and  support.  Provisions  for  protection  of  privacy  and  absolute  confidentiality 
are  paramount,  as  are  concerns  for  careful  counselling,  medical  evaluation, 
harvesting,  and  insurance  coverage  for  the  donor.  To  date  the  costs  associated 
with  donor  recruitment  have  been  borne  in  many  cases  by  the  donors  themselves, 
by  sponsoring  corporations  or  organizations,  or  by  fundraislng  efforts  on  the 
part  of  patients'  families. 

The  Caitlin  Raymond  International  Registry  is  the  American  Bone  Marrow  Donor 
Registry's  coordinating  center  for  patient  services.  Through  this  division 
patients'  physicians  and/or  transplant  centers  are  provided  with  "one  call" 
worldwide  access  to  donor  sources.  The  American  Registry  accesses  all  donor 
sources  immediately  for  a  one-time  search  initiation  fee.  Only  three  of  the  non- 
U.S.  registries  charge  access  fees  (two  in  Israel,  one  In  Belgium).  The 
attending  physician  and  patient,  at  the  start  of  the  search  process,  are  provided 
with  instructions  and  completed  search  request  forms  to  intiate  searches  in  these 
three,  as  yell  as  instructions  for  accessing  the  National  Marrow  Donor  Program. 
International  cooperation  has  been  and  continues  to  be  extremely  gratifying. 
Through  a  grant  provided  by  U.S.  Sprint,  the  American  Registry  donor  centers  and 
some  of  the  foreign  donor  sources  are  connected  by  electronic  communication  which 
has  shortened  response  time  considerably. 

The  American  Bone  Marrow  Donor  Registry,  which  was  begun  by  volunteer  effort, 
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is  today  composed  of  a  fully  staffed  patient  search  division  supported  by  search 
fees»  and  regional  donor  registries  which  are  run  by  a  combination  of  dedicated 
volunteers  and  some  paid  staff. 

In  spite  of  the  tremendous  progress  which  has  been  made  in  the  field  of  marrov 
transplantation  with  unrelated  donors  and  sources  of  unrelated  donors,  there  are 
some  immediate  areas  of  concern  which  must  be  identified  and  discussed  at  this 
point; 

1.  Immediate  and  routine  disclosure  of  all  donor  sources  to  all  patients  and 
physicians  is  critical  to  the  successful  outcome  of  the  search  process  for 
many  patients. 

A  registry  which  does  not  inform  the  patient/physician  of  the  existence  of 
the  American  Registry  or  other  donor  sources  not  directly  affiliated  with  its 
program  or  which  performs  searches  in  incremental  stages  may  delay  the 
identification  of  an  acceptable  donor  (a  delay  that  sometimes  results  In  the 
death  of  the  patient.) 

Solution:  Registries  should  routinely  and  immediately  provide 
patients/physicians  with  written  notification  of  all  donor  sources.  A  registry 
which  ignores  the  existence  of  other  resources  fosters  an  atmosphere  of 
competition  in  an  area  in  which  competitive  attitudes  can  and  do  cost  lives. 

2.  The  fee  structure  directly  related  to  the  search  process  vithxh  a  registry 
should  be  governed  by  the  registry  itself. 

A  registry  which  has  no  control  over  wide  variances  in  surcharges  or 
administrative  fees  added  to  Its  search  fee  structure  by  transplant  centers 
results  in  discontinued  patient  searches.  A  patient  unable  to  afford  access  or 
administrative  charges  at  one  center  is  not  always  informed  that  fees  may  be 
considerably  lower  at  another  center  and  may  not  pursue  his/her  search.  This 
situation  when  it  pertains  also  to  DR  typing  (second  level  donor  testing)  may 
prove  costly  to  a  patient  in  terms  of  successful  outcome.  A  patient  who  has 
$5,000.00  worth  of  coverage  for  DR  typing  may  not  be  aware  that  this  amount  will 
pay  for  typing  11  donors  at  one  center  but  would  have  paid  for  typing  17  donors 
through  another  center. 

The  American  Registry  accepts  search  requests  from  the  attending  physician 
and/or  transplant  center  and  allows  the  same  to  request  DR  typing.  The  fees  for 
search  and  DR  typing  are  standard  and  the  fee  schedule  is  disclosed  at  the 
beginning  of  the  search.  Only  when  an  HLA  A,B,DR  (first  and  second  level)  match 
is  Identified  must  the  patient/physician  choose  a  transplant  center.  The  HLC 
(third  level  test)  must  be  ordered  by  and  performed  by  the  transplant  center. 

Solution:  Uniform  fee  structure  should  be  implemented.  If  access  to  a 
program  can  be  made  only  through  approved  centers,  the  centers'  approval  should 
depend,  in  part,  on  their  acceptance  of  the  fee  schedule.  At  the  very  least, 
the  registry  should  provide  patients  and  physicians  with  a  list  of  individual 
centers'  fees  at  the  beginning  of  the  search  process. 

3.  Dlselosuct  of  protocols  and  criteria  at  transplant  canters  as  they  relate 


87 


3 

to  treatment  of  various  diseases,  disease  status,  patient  age^  etc.  is 
essential  to  efficient  donor  searches. 

Requiring  that  activation  of  a  donor  search  be  done  only  through  participating 
transplant  centers  which  have  specific  criteria  for  acceptance  of  a  patient  may 
sometimes  result  in  the  unecessary  elimination  of  patients  from  the  search 
process.  If  a  patient's  disease  status  changes  during  the  search  process,  that 
center  may  terminate  the  search  without  informing  the  patient  that  he/she  may 
still  qualify  for  donor  search  at  another  tranplant  center. 

Similarly,  centers  may  have  different  criteria  for  degree  of  acceptable  donor 
match.  A  donor  search  vhich  results  in  the  identification  of  donors  who  do  not 
meet  the  criteria  of  the  accessed  center  may  result  in  the  termination  of  the 
search  process,  when  those  same  donors  might  have  been  acceptable  at  another 
center.  Even  those  patients  with  the  resources  to  arrange  a  second  evaluation 
at  another  transplant  center  and  a  disease  process  allowing  for  the  additional 
time  involved,  may  not  be  advised  of  the  alternatives  or  of  the  donors 
identified. 

Solution:  Postpone  the  time  required  time  to  choose  a  transplant  center 
until  the  search  process  has  allowed  the  determination  of  the  best  donor 
available  to  a  particular  patient;  e.g.  a  perfectly  matched  donor,  or  a  donor 
with  a  minor  mismatch.  Hake  available  to  the  patient/physician  information 
regarding  criteria  at  all  transplant  centers  under  consideration,  including 
degree  of  acceptable  donor  match,  diseases  and  disease  status  treated  under  their 
protocol,  age  acceptance,  etc. 

A.       Patient  advocacy  is  an  integral  part  of  the  search  process. 

A  registry  which  focuses  on  the  needs  of  the  transplant  centers  and 
I  places  little  emphasis  on  the  needs  of  the  patient  ultimately  falls  the 
patient  and  the  very  reason  for  vhich  it  was  established.    Unrelated  donor 
searches  often  need  to  be  tailored  to  meet  the  circumstances  of  individual 
patients.    The  patient's  HLA  typing,  disease  status  and  financial  situation 
sometimes  necessitate  a  change  in  the  normal  search  procedure  to  adequately 
explore  all  search  options. 

The  American  Registry  currently  assists  patients  and  physicians  in 
accessing  and  understanding  resources  available  through  all  existing 
registries.    Assistance  is  also  provided  with  referrals  to  transplant  centers 
appropriate  to  the  patient's  age,  disease  status,  degree  of  match,  etc.  The 
coordinaton  centers  are  not  only  responsible  for  search  and  follow-up 
procedures,  but  serve  as  information  centers  where  ongoing,  individualized 
support  is  available. 

Solution:  A  registry  must  provide  individualized  patient  assistance  when 
necessary  — .  the  patient  division  should  be  a  separate  entity  whose  focus  is 
solely  patient  oriented.    (It  has  been  the  experience  of  the  American  Registry 
that  Is  is  impossible  to  simultaneously  advocate  for  the  donor,  the  transplant 
center  and  the  patient.    These  duties  are  separate  in  the  American  Registry.) 

S.    A  steady  increase  in  the  donor  pool  must  b«  maintained  with 
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particular  attention  being  given  to  the  quality  of  donor  recruited!, 
and  committment  to  the  program. 

The  recruitment  of  well-informed,  medically  acceptable,  properly 
motivated,  truly  committed  marrov  donors  can  be  attained  only  through  veil 
organized,,  controlled  donor  testing  drives.    Massive  donor  testing  resulting 
from  sensational  emotional  appeal  brings  numbers  but  not  necessarily  good 
viable  donors.    Donor  drives  must  involve  interaction  by  the  registry  vith  the 
sponsoring  entity,  whether  it  be  a  patient's  family,  organization  or 
corporation.    Laboratory  representatives  must  also  be  veil  versed  on  the 
recruitment  effort  and  donor  qualifications.    Personal  contact  with  donors 
throughout  the  stages  of  testing  must  be  maintained. 

In  order  to  sustain  the  continued  growth  of  the  donor  pool,  some  funding 
will  be  essential.    To  date,  the  American  Bone  Harrow  Donor  Registry  has  used 
no  public  money  and  has  amassed  a  donor  file  of  27,000  donors.    At  a  cost  of 
$60.00  per  donor,  the  total  cost  to  date  is  approximately  $1,620,000.00.  The 
Registry  is  at  the  present  time  processing  approximately  10,000  requests  for 
donor  information.       The  increased  awareness  of  the  need  for  marrov  donors  is 
already  resulting  in  a  tremendous  response  from  the  population.    Only  about 
1/3  of  those  responding,  however,  are  able  to  pay  the  cost  of  testing.  Also, 
Indiviual  patients'  families  are  becoming  involved  with  donor  testing  and 
putting  forth  tremendous  effort  to  raise  funds  for  donor  typing.    This  should 
not  be.    The  families  have  enough  to  deal  vith  emotionally  without  the  added 
pressure  of  fund-raising.    The  American  Registry  as  have  other  registries 
recognize  the  necessity  of  appealing  to  the  government  for  financial  support 
of  this  effort.    This  does  not  mean  that  private  contributions  should  not 
still  be  sought. 

6.  ,  Accessibility  to  marrov  transplant  must  be  made  Bore  equitable  to 
chose  vho  for  financial  considerations  may  be  denied  the  chance  ev«i 
to  search  for  a  donor. 

There  are  33,000,000  people  uninsured  in  the  United  States  today  and  an 
equal  number  underinsured.    Their  only  access  to  medical  care  is  through  their 
state  Medicaid  program.. and  many  of  these  states  have  no  program  to  fund 
marrov  transplants  which  must  be  done  out-of-state.    A  registry  system  vhich 
restricts  donor  participation  to  patients  being  treated  in  certain  trantplant 
centers  denies  many  patients  the  chance  for  life  vhich  those  donors  art 
villing  to  give.    Such  a  system  also  denies  the  donor  the  opportunity  to  give 
his/her  ovn  informed  consent  to  donate  to  a  particular  patient. 

The  American  Registry  donors  are  accessible  to  all  patients  and  the 
American  Registry  has  vorked  vith  physicians  vhose  patients  could  not  have  had 
a  tranplant  if  the  American  Registry  vere  not  in  existence.    At  the  prtient 
tine  there  are  10*  Medicaid  patients  in  Louisiana  alone  in  need  of  narrov  - 
transplantation.    If  the  only  donor  these  patients  can  locate  is  in  a  registry 
vhich  restricts  the  use  of  the  donors,  these  patients  vill  not  have  a 
transplant.    In  fact,  these  patients  have  not  even  accessed  any  other  registry 
in  this  country  because  they  are  avare  of  the  futility. 

Donors,  themselves,  are  becoming  avare  of  the  linitations  placed  on 
their  villingness  to  donate  and  several  requests  are  received  dally  to  h«vt 
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records  transferred  to  the  American  Registry.    The  original  consent  forms 
signed  by  the  donors  do  not  indicate  that  such  restrictions  will  apply. 

Solution:    Donors,  at  the  time  they  are  tested  by  a  registry  which 
restricts  participation,  should  be  informed  of  that  fact.    Donors  could 
possibly  be  given  the  opportunity  to  state  on  their  consent  form  that  they  are 
villing  to  donate  vithout  restriction  to  certain  tranplant  center  patients. 

Priority,  hovever,  should  be  given  to  solving  the  underlying 
problem. . .hov  to  give  the  chance  of  life  to  those  who  are  denied  because  of 
financial  circumstances. 

7.    Criteria  vith  regard  to  transplant  centers  should  be  set  and 
mandated.    The  question  ls»  "by  vhom  and  hov". 

I  Criteria  for  transplant  centers  should  be  looked  at  vithout  prejudice  and 
I  should  be  equitable  to  allov  patients  to  obtain  transplants.  Perhaps  the 
I  guidelines  of  transplant  center  criteria  should  be  established  by  a  federal 

agency.    Perhaps  criteria  review  should  be  in  the  province  of  an  outside, 
I  objective  agency,  and  not  an  entity  which  is  in  essence  part  of  the  program. 

SUMMARY 

The  American  Bone  Marrow  Donor  Registry  which  was  begun  by  a  dedicated 
group  of  volunteers  with  a  deep  empathy  vith  patients  has  matured  into  a  major 
entity  in  the  world  of  bone  marrow  transplant.    It  has  demonstrated  the 
ability  to  generate  viable,  veil  informed  marrow  donors,  establish  world  wide 
cooperation  for  reciprocal  search  capabilites,  coordinate  and  process  patient 
searches  requests  rapidly  and  efficiently,  minimize  the  costs  of  the  search 
process,  and  provide  advocacy  to  both  patients  and  donors.  The 
I  accomplishments  of  the  American  Bone  Marrov  Donor  Registry  have  been  attained 
vith  private  support,  hovever,  the  point  has  been  reached  where,  in  order  to 
maintain  the  level  of  efficiency,  and  be  prepared  for  the  increased  activity 
in  the  transplant  area  funding  will  become  a  priority. 

To  date  tvo  national  registries  have  functioned  in  this  country  vith 
different  perspectives  and  goals.    The  time  has  come  when  the  experiences  of 
both  should  provide  a  base  on  which  to  improve  the  search  process  for  all 
Involved.     The  areas  vhere  each  has  demonstrated  expertise  should  be 
fostered.    Recognizing  and  enlisting  the  individual  skills  of  existing 
organizations  under  the  auspices  of  N.I.R.  should  increase  the  efficacy  and 
decrease  the  costs  of  this  program.    It  is  essential  to  the  success  of  the 
program  that  these  organizations  begin  to  work  together. 


Respectfully  submitted, 


Joan  A.  Keller  M.T.  A.S.C.P. 
President 

The  American  Bone  Marrov  Donor  Registry 
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The  Chairman.  Dr.  Graves,  I  know  Senator  Durenberger,  as  a  j 
member  of  the  committee,  was  very  interested  in  trying  to  get  by  I 
to  extend  a  warm  welcome  to  you.  We  are  delighted  to  do  that  in  ' 
his  behalf. 

Dr.  Graves.  Thank  you.  Thank  you.  Senator  Kennedy,  fellow 
board  member  Senator  Kassebaum.  I  extend  greetings  to  you  from  I 
the  admiral,  who  would  have  been  here  if  he  had  not  had  a  previ-  ' 
ous  engagement  in  Chicago  attending  the  board  meeting  of  Navis-  \ 
tar  today.  He  asked  me  to  call  him  immediately  after  the  hearing  | 
and  interrupt  him  as  to  the  process  as  we  went  through  it.  | 

I  have  also  with  me  Dr.  Pat  Beatty,  who  is  the  director  of  the 
Unrelated  Marrow  Donor  Program  and  the  Marrow  Transplant 
Program  both — he  wears  two  hats — from  Seattle.  Seattle,  as  you 
know,  the  Fred  Hutchinson  Cancer  Research  Center  has  been  the 
leader  in  the  field  of  marrow  transplantation  since  the  first  one  | 
was  done  by  Dr.  Goode  at  the  University  of  Minnesota.  Dr.  Beatty  > 
told  me  this  morning  that  the  Fred  Hutchinson  Cancer  Research  I 
Center  had  done  170  unrelated  marrow  transplants  at  this  point  in  \ 
time. 

I  could  very  well  have  been  sitting  with  the  Atlas  family.  I  have 
nothing  but  encouragement  for  the  American  Registry.  My  own 
daughter,  in  1979,  became  the  first  recipient  of  an  unrelated 
marrow.  I,  unlike  the  Atlases,  did  not  have  to  search  for  a  donor. 
This  transplant  occurred  because  a  donor  was  a  lab  technician 
within  the  Fred  Hutchinson  Cancer  Research  Center. 

What  I  did  have  to  face,  though,  and  probably  what  has  begun 
the  National  Marrow  Donor  Program,  was  facing  what  was  per-  1 
ceived  to  be  a  lack  of  attention  to  Laura's  donor.  This  prompted  the  ! 
actual  incorporation  of  the  Laura  Graves  Foundation  to  promote  i 
donor  advocacy.  Our  program  is  only  as  strong  as  our  donors.  Our  | 
program  is  only  as  strong  as  we  protect  our  donors.  And  I  am  not  | 
talking  about  confidentiality,  because  that  is  number  one.  Number  , 
two  is  physical  and  moral  support.  Many  donors  don't  need  it, ; 
many  donors  do. 

The  basic  principles  of  the  National  Marrow  Donor  Program  are  | 
set  down  so  that  we  first  work  for  the  patient.  The  minute  a  pa- 1 
tient  is  enrolled  in  a  transplant  center,  we  do  not  worry  about  the  ! 
patient  any  longer.  We  have  excellent  medical  care  in  this  country.  \ 
We  then  worry  about  the  donor,  and  we  wish  the  donor  to  be  han- 
dled and  treated  correctly.  | 

I  can't  add  much  to  the  testimony  that  is  ahead  of  me.  You  have 
my  written  testimony.  I  am  more  than  happy  to  answer  any  ques- 
tions that  you  might  have. 

[The  prepared  statement  of  Dr.  Graves  with  attachments  fol-j 
lows:]  j 
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PREPARED  STATEMENT  OF  ROBERT  C.  GRAVES 


Mr.  Chairman  and  Members  of  the  Committee,  I  am  Robert  Graves, 
veterinarian  and  Colorado  rancher.  While  I  was  invited  here  today  because 
I  am  the  founding  chairman  and  current  Vice  Chairman  of  the  Board  of  the 
National  Marrow  Donor  Program  (NMDP)  [Attachment  I],  I  could  just  as 
well  have  taken  my  seat  with  the  families.  The  urgency,  the  despair  and  the 
frustration  that  a  family  experiences  when  they  are  asked  to  wait  is  my 
experience  as  well. 

On  September  4, 1979,  my  daughter  Laura  became  the  first  acute  leukemia 
patient  in  the  world  to  receive  an  unrelated  marrow  transplant  with 
sustained  engraftment.  The  transplant  was  extremely  successful  and  a  new 
era  in  medicine  was  launched.  Laura  later  died  of  a  relapse  of  her  I'^ukemia 
because  of  incomplete  eradication  of  mature  leukemia  cells  pre-transplant 
but,  in  many  ways,  it  is  because  of  her  that  we  are  all  here  today.  She 
symbolizes  the  hope  that  has  become  real  for  three  hundred  and  twenty 
families  already  and  many,  many  more  in  the  future.  It  is  also  because  of 
the  experience  of  Laura's  donor  that  the  National  Marrow  Donor  Program 
was  shaped.  The  lack  of  medical  and  psychological  care  post  donation  for 
Laura's  donor  made  it  clear  to  me  and  others  involved  that  no  matter  how 
sophisticated  a  transplant  center  may  be,  additional  resources  are  necessary 
to  deal  with  the  special  circumstances  of  an  unrelated  donor.  Hence,  the 
establishment  of  the  Laura  Graves  Foundation  to  serve  as  the  donor 
advocate  for  unrelated  donors  to  assure  that  they  are  treated  appropriately, 
provided  life  and  disability  insurance,  advance  payment  for  donor  care  and 
offer  counseling.  The  Laura  Graves  Foundation  became  the  charitable  arm 
of  the  NMDP  last  year. 

Ours  is  a  story  of  help  and  hope  which  we  are  addressing  today.  I  have 
devoted  my  life,  for  the  past  decade,  to  helping  blaze  the  trail  toward  a 
system  that  works,  that's  responsive  to  patients  and  protective  of  donors  ~ 
the  strangers  willing  to  give  the  living  gift  of  life. 
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There  are  many,  many  others-  across  the  world  —  who  have  also  helped  in 
this  effort  -  not  least  of  which  are  the  almost  100,000  volimteers  on  the 
National  Marrow  Donor  Program's  Registry.  [Attachment  II] 

It  is  appropriate  for  us  to  look  back  over  the  trail  of  the  psist  20  years: 

•Our  longest  living  recipient  with  a  related  donor  is  almost  20  years  post 
transplant;  Our  longest  Uving  recipient  with  an  unrelated  donor  is  seven 
years  post  transplant. 

•In  1982,  the  first  transplant  center  affiliation  with  blood  banks  utilizing 
previously  typed  platelet  blood  donors  was  signed  between  Seattle's  Fred 
Hutchinson  Cancer  Research  Center  and  Puget  Sound  Blood  Center,  the 
Portland  Red  Cross,  Milwaukee's  Blood  Center  of  SE  Wisconsin  and  the 
Laura  Graves  Foimdation.  This  arrangement  lagged  because  of  a  lack  of 
patients  and  virtually  no  donors. 

•Federal  funding  became  the  catalyst  that  allowed  the  beginning  of  the 
National  Marrow  Donor  Program.  Through  an  act  of  Congress  in  1986, 
special  and  visionary  guidance  of  the  Navy,  and  now  imder  the  umbrella  of 
the  National  Heart  Lung  and  Blood  Institute,  ably  directed  by  Dr.  Claude 
Lenfant,  a  model  program  called  the  National  Marrow  Donor  Program  has 
been  established.  It  has  been  lauded  worldwide  as  an  excellent  model  for 
transplantation  coordination  and  is  an  excellent  example  of  public-private 
sector  cooperation. 

Early  donor  recruitment  continued  to  focus  on  HLA-typed  platelet  blood 
donors.  After  two  years,  it  became  apparent  that  this  pool  would  never  be  of 
sufficient  size  to  be  very  effective,  nor  was  there  any  racial  diversity  of  the 
file.  In  the  summer  of  1989,  the  NMDP  Board  acted  to  formally  enter  into 
community  donor  recruitment,  focusing  on  patients  that  need  a  donor. 
Since  that  time,  our  recruitment  momentum  has  been  phenomenal  and  I 
do  not  see  any  loss  in  that  momentum  for  the  rest  of  this  year. 

•Our  pool  of  medical  knowledge  is  large  enough  now  that  we  can  definitely 
say  that  unrelated  marrow  transplants  are  a  viable  medical  therapy.  Not 
only  is  the  transplant  a  cure  when  successful  but  new  information  also 
shows  it  to  be  just  as  or  more  cost  effective  than  traditional  therapy  for  some 
types  of  leukemia.  For  others,  with  aplastic  anemia  and  other  blood 
diseases,  including  some  forms  of  leukemia,  it  is  the  only  therapy. 
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•  We  still  don't  know  how  big  the  Registry  must  be  to  assure  that  most 
patients  can  find  a  match;  unfortunately,  some  patients  have  such  a  rare 
combination  of  antigens  that  we  may  never  find  an  unrelated  match  for 
them.  What  we  do  know  ~  and  what  is  truly  unique  and  inspiring  -  is  that 
Americans  have  responded  by  the  tens  of  thousands.   Please,  focus  for  a 
moment  on  the  phenomena:  When  we  first  started  talking  about  a  national 
registry,  there  was  great  skepticism  that  we  could  even  build  a  registry  of 
50,000  volunteers.  When  we  set  our  goal  of  100,000  volunteers,  we  were 
scoffed  at  as  being  unrealistic.  "Certainly,  Americans  would  not  be  willing 
to  go  through  the  discomfort  of  donating  marrow  for  a  stranger,"  said  our 
skeptics. 

We  now  have  a  goal  of  250.000  U.S.  volunteers,  one  million  worldwide  and 
we're  going  to  make  it  -  not  fast  enough  for  some  patients  unfortunately, 
but  the  hope  remains  because  of  the  help  we've  received  from  all  those 
supposedly  uncaring  Americans  out  there.  Not  only  do  we  have  dose  to 
100,000  volunteers  on  our  Registry  but  millions  of  dollars  have  been  raised 
from  the  private  sector  to  pay  for  HLA  typing  tests. 

Think  about  that.  We  as  a  nation  can  be  very  proud. 


•Our  story  of  hope  and  help  has  another  angle  as  well:  Part  of  the  National 
Marrow  Donor  Program's  mission  is  research.  Along  with  the  many 
medical  studies  which  are  pooling  significant  information  regarding 
transplants  and  donor  experiences,  we  have  established  a  stem  cell 
repository.  Blood  samples  are  taken  from  every  donor  and  recipient  pair. 
Cell  lines  are  now  being  prepared  for  study  by  the  International 
Histocompatibility  Workshop.  The  insights  scientists  receive  from  their 
studies  of  these  samples  wilL  hopefully,  lead  to  better  understanding,  and 
yes,  maybe  a  cure  for  blood  diseases  —  a  cure  which  could  someday  eliminate 
the  need  for  the  vigorous  therapy  of  marrow  transplantation. 

While  research  is  an  important  component,  our  primary  mission  remains 
to  serve  the  patient  while  protecting  the  donor. 

•Three  years  ago,  without  the  National  Marrow  Donor  Program,  only  25 
unrelated  matches  were  made  each  year.  Today,  approximately  25  miracle 
matches  are  made  each  month.  We  hope  that  one  day  soon  we  will  be 
finding  that  miracle  match  for  25  people  per  day  [Attachment  HI]. 


28-872  -  90  -  4 
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•Challenges  remain  in  recruiting  and  protecting  the  prospective  donor. 
Our  program  is  set  up  to  assure  that  tiie  transplant  center  and  patients  do 
not  have  access  to  donor  identification.  Our  experience  has  proven  this 
system  to  be  critical  to  the  protection  of  the  prospective  donor.  As  we 
continue  to  expand  our  donor  and  transplant  center  network,  our  standards 
become  even  more  essential  to  assuring  a  quality  system  that  runs  smoothly 
for  the  pgtient  while  asswwg  the  integrity  of  om*  voluntegr  registry 
[Attachments  IV  and  V]. 

It  is  important  that  we  recognize  the  great  sacrifice  and  contribution  made 
by  hundreds  of  families  to  help  us  recruit  more  donors  and  offer  a  true  hope 
where  two  years  ago,  there  was  none.  The  Atlas  family  and  the  Joanne 
Johnson  family  of  Maryland,  the  Chris  Eiler  family  and  the  Judie  Davis 
family  of  California  all  must  be  commended  for  their  efforts  to  not  only 
help  loved  ones  but  to  help  others  in  similar  drcimistances. 

Also,  a  desperate  need  for  recruiting  minority  volunteers  remains.  With  all 
certainty,  I  can  tell  you  that  our  major  roadblock  is  finding  the  funds  to  pay 
for  the  typing  test,  not  in  finding  volunteers.  Six  months  ago,  when  our 
Registry  had  40,000  volimteers,  less  that  two  percent  were  from  any 
minority  group.  Today,  we've  expanded  that  to  eight  percent.  While  we're 
proud  of  our  efforts,  2,900  African  Americans  or  2,500  Asian  American 
volimteers  is  not  enough  to  offer  equal  hope  and  help  to  our  minority 
patients. 

•We  are  hopeful  that  our  intemaHonal  expansion  will  add  some  of  the 
ethnic  diversity  we  so  desperately  need.  Please  refer  to  Attachment  VI 
which  outlines  our  progress  mtemationally.  It  has  been  stunning  to  see  the 
political  and  cultural  barriers  dissolve  as  we  discuss  this  Program  and  the 
need  for  international  cooperation.  I  personally  have  been  most  intimately 
involved  with  discussions  with  Japan  and  the  Soviet  Union.  Other  than 
England,  France  and  Canada,  most  countries  are  six  months  to  two  years 
behind  us.  We  do  not  anticipate  reaching  our  one  million  global  goal  until 
1995. 

Since  Thanksgiving,  well  over  one  thousand  news  stories  have  discussed 
this  Program.  We  have  our  January  newsdips  with  us  if  you  wish  to 
review  some  of  them.  When  talking  with  reporters,  we  have  said  our 
Program  needs  three  things: 
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The  first  is  Volunteers,  especially  from  minority  groups,  to  build  the  U.S. 
registry; 

The  second  is  Funds  to  pay  for  the  sophisticated  typing  test  which  is  done  on 
two  tablespoons  of  blood; 

The  third  is  Time  to  build  the  registry  worldwide.  This  is  time  that  families 
searching  today  do  not  have. 

That  has  been  our  simplified  answer.  While  avoiding  some  of  the  medical 
treatment  challenges  still  confronting  transplanters,  I  wish  to  give  you  an 
overview  of  our  goals  for  the  next  12  montiis: 

1,  Atttomation  of  Volttnteer  Ponor  Frocessing 

We  will  automate  our  volunteer  donor  processing  [Attachment  VII].  With 
the  help  of  computer  technology,  our  Board  has  approved  a  system  whereby 
the  HLA  typing  of  volunteer  donors  will  be  entered  into  our  main  Registry 
within  a  week  of  receiving  the  lab  report.  Since  Thanksgiving,  our  rapidly 
expanding  system  has  been  strained. 

2,  Mii\Qrity  Rgcruitrnfflt 

In  the  next  month,  we  will  implement  an  aggressive  planning  project 
regarding  minority  recruitment  [Attachment  IX].  We  have  targeted  six 
minority  groups:  African  Americans,  Asian  Americans,  Hispanics,  Native 
Americans,  Middle  Eastern  Americans  and  Americans  from  the  Indian 
Subcontinent.  We  will  begin  with  African,  Asian  and  Hispanic  Americans. 
After  extensive  focus  groups  in  four  major  U.S.  cities  for  each  group,  a  task 
force  will  review  the  results  and  conduct  an  open  forum  for  even  more 
input  before  making  recommendations  on  how  to  more  aggressively  recruit 
volunteers  from  these  minority  groups.  We  will  then  conduct  a  similar 
effort  with  the  second  group  of  three  minorities.  We  are  seeking  advice  and 
participation  by  interested  memljers  of  Congress  in  this  effort. 


3,  Corporate  Response  Program  Undertaken 

Donor  recruitment,  because  of  attrition,  will  be  a  continuing  challenge. 
While  the  majority  of  our  volunteers  have  been  recruited  through  family 
and  community  drives,  we  hope  to  evolve  into  a  more  consistent, 
institutionalized  recruitment  mode.  This  requires  the  help  of  employers 
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throughout  our  country.  Our  fledgling  corporate  response  program  shows 
great  promise.  Major  corporations  such  as  General  Mills  and  McDonnell 
Douglas  have  responded  to  our  plea  and  will  be  conducting  employee 
recruitment  pilot  projects  and  paying  for  the  typing  test  of  their  employees. 
Dozens  of  smaller  companies  have  or  are  planning  similar  efforts.  We 
must  take  the  brutal  burden  of  recruitment  from  families.  This  seems  to  be 
one  logical  route  to  take.  As  with  our  recruitment  efforts  in  general,  it  is  the 
fimding  that  has  been  our  wall  when  approaching  these  corporations. 

We've  also  begim  to  involve  the  states  in  our  corporate  response  effort. 
State  model  legislation  is  being  considered  by  about  two  dozen  states.  It  calls 
for  paid  leave  for  employees  who  become  donors,  paying  for  the  typing  test 
for  the  first  200  state  employees  who  volunteer  for  our  Program  ~  as  we  are 
asking  private  corporations  to  do  -  and  assistance  from  the  state 
Commissioner  of  Health  in  educating  state  residents  ~  especially  minorities 
~  about  marrow  donation  [Attachment  VIII]. 

4.  Continued  Negotiation  and  Proposed  Exchange  of  Preliminary  Searches 
with  Private  Registries 

A  very  special  donor  center  and  recruitment  group  of  the  National  Marrow 
Donor  Program  is  Heart  of  America,  at  one  time  the  largest  of  the  private 
registries.  Now  with  14,  000  donors.  Heart  of  America  serves  a  very  special 
role  for  us,  enrolling  volunteers  in  remote  regions  and  assisting  families 
who  wish  to  conduct  recruitment  drives.  I  must  pause  here  to  emphasize 
what  a  truly  special  role  Heart  of  America  has  served  for  us  in  the  year  since 
joining  the  National  Marrow  Donor  Program.  I'm  proud  to  announce  that 
the  next  largest  private  registry,  the  New  Jersey  HLA  Registry,  also  elected 
recently  to  join  the  National  Marrow  Donor  Program  as  a  participating 
donor  center  and  recruitment  arm. 

Discussions  have  gone  on  for  the  past  year  concerning  ways  in  which  the 
private  registries  and  the  NMDP  might  better  coordinate  our  efforts. 
Attachment  X  outlines  a  proposal  which,  I  believe,  can  help  to  reduce  the 
frustration  of  families  desperately  looking  for  a  compatible  unrelated  donor. 
This  proposal  simply  calls  for  the  NMDP  and  the  private  registries  to 
exchange  preliminary  search  results  at  no  cost  to  the  patient  and /or  the 
patient's  insurance  company. 

I  give  you  my  determined  word  of  honor  that  I  will  not  rest  until  all 
registries  are  merged  into  an  integrated,  well-functioning  system,  here  in 
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the  U.S.  and  worldwide.   The  four  members  of  our  Board  who  became 
involved  because  of  a  family  situation  -  including  our  wise  and  spirited 
Chairman,  Admiral  Zumwalt-  as  well  as  the  respected  Board  members 
from  transplant  centers,  continue  to  feel  a  great  urgency  to  minimize  the 
distress  for  patients.  While  many  of  our  transplant  centers  search  all 
registries  now  available,  the  system  still  needs  to  be  streamlined.  I  will 
continue  in  my  efforts  for  this  result.  It  is  a  high  priority  of  our  entire 
Board. 

Internationally  and  nationally,  NMD?  is  emerging  as  the  umbrella 
organization  consisting  of  a  vast  array  of  people  and  organizations 
committed  to  matching  patients  to  donors.  This  program  is  multi-faceted 
and  you  will  hear  of  times  when  our  system,  with  all  of  its  participants,  does 
not  yet  function  as  smoothly  as  it  shoiild.  But  we  are  evolving  and  are 
responding  quickly  to  patients  and  hope  to  have  a  full,  streamlined  system 
in  place  within  one  year  nationally,  four  years  internationally. 

5.  Meeting  the  Challenge  of  Ftmding  NMDP  Registry  Expansion 
Fundraising  in  the  private  sector  to  cover  the  cost  of  HLA  typing  continues 
to  be  a  challenge.  We  are  successfully  accomplishing  a  streamlining  of 
fimdraising  activities  with  the  help  of  Life-Savers  Foundation  of  America, 
NMDP's  community  recruitment  group.  Headed  by  Dr.  Rudi  Brutoco,  Life- 
Savers  has  already  raised  over  five  million  dollars,  much  of  it  through 
family  drives  but  also  through  the  generosity  of  thousands  of  Americans 
who  just  want  to  help  our  efforts  in  general.  Dow  Corporation  has  given  us 
invaluable  support  through  development  of  recruitment  materials,  as  have 
other  companies  and  individuals. 

The  National  Marrow  Donor  Program  is  in  the  final  stages  of  becoming  a 
free-standing,  non-profit  organization,  reporting  directly  to  the  National 
Heart,  Limg,  and  Blood  Institute,  under  the  direction  of  Dr.  Lenfant. 

6.  Fully  Typing  (HLA-  A.B.DR)  the  NMDP  Registry 

About  three  quarters  of  our  Registry  is  only  HLA  A,B  typed.  To  determine  a 
full  match,  an  HLA  DR  test  must  also  be  done.  Currently,  patients  and  their 
insurance  companies  bear  the  brunt  of  the  cost  of  DR  typing  preliminary 
matches.  This  is  inefficient  because  patients,  who  don't  have  time  to  wait, 
must  wait  for  the  results  of  the  added  test  as  well  as  pay  for  it,  even  when 
potentially  compatible  donors  are  not  located.  Our  goal  is  to  prospectively 
DR  type  the  whole  registry.  We've  begun  this  process  by  urging  our 
corporate  sponsors  to  fully  type  their  employees  -  the  difference  between  a 
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$75  and  $150  per  employee  cost  has  prohibited  some  but  we  will  continue  in 
our  efforts.  We've  also  been  wrestling  with  our  budget  and  delaying  other 
priorities  to  allow  for  some  funds  to  be  diverted  for  DR  typing.  Still,  to  fully 
type  the  whole  current  file,  a  major  infusion  of  funds  is  necessary 
[Attachment  XI]. 


Conclusion 

The  list  of  other  challenges  before  us  is  long.  It  includes  studying  and 
responding  to  Registry  attrition,  international  standards  and  expansion  and 
continued  protection  of  the  health,  safety  and  anonymity  of  the  donor 
[Attachment  XII  and  brochures]. 

Our  Program  has  gone  through  phenomenal  growth  recently.  While  there 
have  been  unforeseen  difficulties  to  surmount,  the  fact  remains  that  we 
have  been  extremely  successful  in  fulfilling  our  mission.  Sometimes  it  has 
taken  a  great  amoimt  of  tenacity,  sometimes  bullheadedness  —  usually  with 
a  sense  of  urgency  for  those  patients  we  are  losing  ~  but  always  with 
compassion  for  the  patient  and  families  and  awe  at  the  generosity  of  spirit 
demonstrated  by  our  donors  and  prospective  donors. 

Congress  can  be  proud  of  the  integral  role  it  has  played.  Senators  Gore, 
Laxalt,  Bennett  Johnson  and  Hatfield  and  Congressmen  Young  and 
Waxman  helped  us  mark  out  the  trail  we  have  now  blazed.  Many  other 
members  of  Congress,  including  you  and  your  staff.  Senator  Kennedy, 
continue  to  help  us  along  the  way.  Without  you,  this  wonderful  story  of 
help  and  hope  would  not  be  possible. 

We  must  all  grieve  for  Judie,  Christopher,  Joanne  and  the  hundreds  of 
others  who  ran  out  of  time  while  they  were  waiting  for  that  miracle  match. 
Because  of  Grant,  Jolene,  Alison  and  thousands  of  others,  we  must  all 
maintain  our  sense  of  urgency  to  move  as  quickly  as  we  can  to  find  the 
strangers  who  can  offer  them  the  gift  of  life.  But  for  Patrick,  the 
valedictorian  of  his  high  school  class,  for  Diana,  the  mother  of  four,  for 
Shaina  and  Christian,  children  who  now  have  a  future,  and  for  many 
others  rejoicing  with  their  families  as  they  share  a  Ufe  together,  I  must  say 
thank  you. 
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As  I  stated  in  my  previous  testimony,  the  phenomenal  success  of  the 
National  Marrow  Donor  Program  (NMDP)  is  one  which  can  and  should  be 
shared  by  our  whole  nation.    The  desperate  plea  of  families  still  searching 
for  a  match  is  a  plea  which  has  moved  many  Americans  to  action.  I 
commend  you  for  allowing  these  pleas  to  be  heard  in  the  halls  of  our 
Capitol. 

One  of  the  harshest  statements  made  by  Mr.  Atlas  during  his  testimony 
was  that  the  registry  is  being  built  "on  the  backs  of  dying  children  and 
their  families".    While  it  cannot  be  attributed  to  any  Director  of  the  NMDP, 
our  Board  does  acknowledge  our  success  has  been  in  large  part,  due  to  the 
exhaustive  and  desperate  efforts  of,  in  Senator  Mikulski's  words,  "the 
determined  Moms  and  Dads"  of  stricken  patients.    Furthermore,  for 
patients  of  minority  backgrounds,  such  as  Jocelyn,  the  hope  of  finding  a 
matching  stranger  has  not  been  real  because  of  the  low  numbers  of  NMDP 
minority  volunteers. 

The  Board  of  the  National  Marrow  Donor  Program  has  asked  and  received 
from  Congress  the  funds  needed  to  build  the  infrastructure  to  accomplish 
the  search  services  needed  to  perform  unrelated  marrow  transplants  in  an 
ethical  yet  practical  manner. 

Growing  experience  indicates  that  unrelated  marrow  transplantation  is  a 
viable  medical  therapy.    It  is  appropriate  that  we  offer  an  equal  chance  of 
hope  and  help  for  all  American  in  need  of  a  marrow  transplant.    It  may 
well  be  prudent  for  Congress  to  provide  the  necessary  funds  to  type  an 
adequate  number  of  volunteer  donors.    However,  even  after  attaining  the 
NMDP  goal  of  a  pool  of  250,000  United  States  volunteers  and  a  million 
worldwide,  we  may  still  not  be  able  to  provide  everyone  in  need  with  a 
matched  stranger.    Some  patients  will  have  such  an  extremely  rare  mix  of 
antigens,  that  there  will  not  be  a  match  available.    We  would  hope  the 
number  of  such  patients  will  be  small. 
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Regarding  the  testimony  offered  by  Ms.  Joan  Keller  and  Ms.  Joanne 
Raymond,  I  have  nothing  but  heiutfelt  praise  for  their  efforts.    The  private 
registries  of  the  world,  including  the  Anthony  Nolan  in  England,  were 
started  and  maintained  by  people  just  like  these  two  dedicated  women, 
long  before  the  NMDP  was  established.    It  is  regrettable  that  any 
difference  in  philosophy  could  exist  between  a  government-funded  project 
managed  by  its  knowledgeable  and  prestigious  directOTS  and  the  private 
registries.    We  all  have  the  same  goal.    I  pledge  again  that  through  your 
efforts  in  bringing  these  philosophical  differences  into  the  open  and  our 
subsequent  correspondence,  the  Board  of  the  NMDP  stands  ready  and 
willing  to  work  with  the  jnivate  registries.    However,  we  stand  firm  that 
there  must  be  no  departure  from  the  highest  standards  of  medical  care. 
We  must  be  sure  that  an  unrelated  marrow  transplant  is  indeed  the 
appropriate  treatment  for  all  patients  referred  for  a  donor  search.  We 
must  be  certain  that  all  potential  donors  have  a  complete  and  confidential 
medical  evaluation  performed  by  an  impartial  third  party  physician  before 
proceeding  to  an  aspiration. 

Because  of  my  involvement  in  this  effort,  I  may  be  able  to  offer  a  broad 
perspective  on  the  history  of  unrelated  marrow  transplantation: 

It  really  starts  with  my  daughter,  Laura  and  her  donor,  Franci  and  the 
unwavering  faith  of  Drs.  Donnall  Thomas  and  John  Hansen  of  the  Fred 
Hutchinson  Cancer  Research  Center  in  Seattle     Through  their  combined 
efforts,  in  the  late  1970s,  marrow  transplantation  between  unrelated  but 
HLA  identical  people  became  a  very  real  hope  for  many.    The  first  private 
registry  and  matching  service  in  the  United  States  began  in  my  basement. 

As  time  went  on,  after  many  setbacks,  not  the  least  being  turned  down  by 
the  old  Department  of  Health,  Education  and  Welfare  and,  more  recently  by 
the  National  Institutes  of  Health,  our  path  in  establishing  the  NMDP  finally 
led  to  the  U.S.  Navy.   A  board  of  directors  was  convened  as  called  for  in  the 
Navy  contract  with  the  Board  reporting  back  to  the  Navy.  Operations 
began  in  the  fall  of  1987. 

Today,  we  are  proud  of  our  accomplishments.    We  are  lauded  around  the 
world  as  the  model  for  transplantation  coordination. 
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The  Board  now  reports  to  Dr.  Claude  Lenfant,  Director  of  the  National  Heart, 
Lung,  and  Blood  Institute.    We  are  establishing  an  excellent  working 
arrangement  with  Dr.  Lenfant.    The  Board  of  the  NMDP  continues  its 
'    autonomy  and  allows  its  aggressive  nature  to  manifest  itself  to  the  fullest. 

'I   I  can  assure  you,  if  Congress  sees  fit  to  establish  a  higher  level  of  funding, 
it  will  also  be  leveraged  in  the  private  sector  by  NMDP's  community 
recruitment  group,  LIFE-SAVERS  Foundation  of  America.  I  can  also  assure 
you  that  any  funds  will  be  expended  in  a  very  practical  and  productive 
manner. 

Thank  you  for  this  opportunity  to  address  a  grassroots  program  to  which  I 
have  devoted  over  a  decade  of  time  and  resources.    Because  of  the  help 
j    and  kindness  of  many,  we  have  provided  hope  for  many  patients.    May  the 
amount  of  hope  and  help  continue  to  multiply. 
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The  following  NMDP  mission  statement  is  contained  in  the  handbook 
issued  to  participating  centers: 

The  primary  mission  of  the  National  Marrow  Donor  Program  and  its 
donor  registry  is  to  make  unrelated  marrow  transplants  available  as  a 
life-saving  therapy.  The  goal  of  the  program  is  to  be  able  to  provide 
donors  for  as  many  patients  as  possible  by  establishing  a  file  of 
significant  size  of  HLA-A,  B  and  DR  typed  donors  of  diverse  ethnic 
and  racial  origin  in  the  United  States.  The  NMDP  will  also  work  to 
promote  cooperation  with  marrow  donor  programs  in  other  countries. 

A  second  mission  of  the  National  Marrow  Donor  Program  is  to  develop 
policies  and  procedures  which  are  in  the  best  interests  of  marrow 
donors  and  recipients.  The  National  Marrow  Donor  Program  will 
promote  marrow  donation  by  working  to  establish  policies  and 
procedures  concerning  the  recruitment  of  marrow  donors,  the  collection 
of  marrow  and  the  care  of  donors  following  marrow  collection.  These 
policies  and  procedures  must  promote  donor  safety,  comfort,  well  being 
and  confidentiality. 

A  third  mission  of  the  NMDP  is  to  participate  in  research  concerning 
the  clinical  outcome  of  transplants  with  xuirelated  marrow  donors. 
These  retrospective  and  prospective  studies  will  be  designed  to 
establish  the  clinical  efficacy  of  unrelated  marrow  transplants,  define 
the  optimum  technique  for  carrying  out  the  transplants,  assess  the 
physical,  psychological  and  social  impact  of  the  marrow  collection 
process  on  the  donors,  and  encourage  basic  research  in  the  genetics 
and  biology  of  transplantation. 

A  fourth  mission  of  the  NMDP  is  to  promote  equal  and  prompt  access  to 
marrow  donors  for  all  people  in  the  United  States  and  foreign  countries 
needing  marrow  transplants  with  unrelated  donors.  Particular  attention 
will  be  directed  toward  eliminating  financial  barriers  facing  patients 
needing  a  marrow  transplant  from  an  unrelated  donor. 


DAS:pm/DAS028 
2/14/90 
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Attachment  II 


104 


Attachment  III 


NMDP  SEARCHES 
REACHING  TRANSPLANT 


Monthly 


J  FMAMJ  J ASOND J  FMAMJ  JASONDJFMA 
I  1988  I  1989  I  1990  I 


Source:  National  Marrow  Donor  Program 
March  19,  1990 


105 


Attachment  IV 
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NATIONAL  MARROW  DONOR  PROGRAM 
Attachment  VII 


oxMiiriy  RBcsDnMQir  aoA  busy  mzrhkeicii  fkxosn. 


Activity 

1.    Ocnnunity  Recruitment  Event 

•  Potential  donors  sign  cxaisents,  cxaiplete 
demographics  forms  (bar-ooded,  ocofxiter 
optics  scannable  f onnat) ,  and  give  blood  for 
typing  (tubes  are  bar-ooded) . 

•  Blood  is  sent  to  laboratories  by  ovemi^it 


Donor  infcannaticn  is  sent  to  Oentral 
Processing  Center  by  ovemi^it  express. 


2.    Central  Processing  Center  optically  scans  dcnor 
fonns  creating  partial  donor  records. 


3  .    Laboratory  begins  tissue  typing  using  bar  codes 
IDs. 


4.    Laboratory  ccnpletes  tissue  t^ing  and  transmits 
typing  data  to  Central  Processing  Center  by 
con?xiter  transfer. 


5.    Central  Processing  Center  conputer  matches  tissue 
typing  with  partial  donor  records  to  create 
ccnoplete  (3anor  records. 


Central  Processing  Center  transmits  oonplete 
donor  records  to  designated  Donor  Centers  by 
ccnputer  transfer. 


7.    Central  Processing  Center  transmits  conplete 
donor  records  to  Registry  for  file  v^xiate  and 
search  re-runs. 

pm/FW033 
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BONE  MARROW  DONORS 


More  help  needed, 
for  less  desperation 

Stories  of  desperate  searches  for  bone  marrow  to  renew  the 
chance  of  life  glide  in  and  out  of  the  daily  news,  selectively 
focusing  on  a  particular  patient.  The  most  recent  gripper 
comes  from  California,  where  Abe  and  Mary  Ayala,  a 
midlife  couple,  decided  to  have  another  baby  in  hopes  it  could 
donate  marrow  to  their  teen-age  daughter,  who  is  fighting 
leukemia.  If  there  were  more  potential  donors,  there  woiUd  be 
fewer  of  these  wrenching  tales. 

There  would  be  more  opportunities  for  healing,  both  for  those 
whose  cases  get  the  publicity  and  for  those  whose  agonies  never 
generate  a  headline.  Creating  more  hope  is  the  reason  for  Bone 
Marrow  Donor  Week,  being  observed  this  week  in  Minnesota. 

A  sensible  bill  put  forward  in  the  Legislature  aims  at  increasing 
'  the  number  of  potential  donors  registered  by  the  National  Marrow 
Donor  Program,  based  at  the  American  Red  Cross  in  St.  Paul. 
Legislation  introduced  by  Sen.  Gene  Merriam,  DFL-Coon  Rapids, 
and  Rep.  Charlie  Weaver,  IR-Champlin,  would  allow  all  workers 
time  off  to  be  tested  as  potential  donors  and  additional  time  to 
donate  bone  marrow  if  there's  a  patient  match.  To  set  an  example 
on  needed  funding,  the  bill  would  pay  lab  fees,  about  $75  per 
person,  for  the  first  200  state  employees  who  agree  to  being 
registered. 

More  important  than  legislation,  however,  is  individual 
commitment  to  participate.  The  Red  Cross  says  the  registry  needs 
more  donors  to  augment  the  ranks  of  the  87,000  people  now 
registered.  It  needs  more  people  of  color,  because  donor  matches 
are  most  likely  to  occur  within  racial  groups  and  almost  all  racial 
minorities  are  underrepresented  in  the  registry.  And,  as  volunteers 
from  the  general  public  sign  up,  there  will  be  a  need  for  more 
funding  to  type  these  volunteers.  Helping  begins  with  a  phone  call 
to  the  American  Red  Cross  at  (612)  290-8937  for  potential  donors. 

Bone  Marrow  Donor  Week  provides  a  time  to  think  about  making 
a  decision  that  could  be  so  terribly  important  to  someone  else. 

The  above  opinions  are  those  of  the  Pioneer  Press  Dispatch  editorial  board, 
directed  by  Ronald  D.  Clark,  editorial  page  editor.  Members  are  John  T.  Henry, 
chairman  and  publisher;  Deborah  Howell,  editor;  Robert  J.R.  Johnson, 
associate  editorial  page  editor;  Jerry  Fearing,  editorial  cartoonist;  and  Ann 
Daly  Goodwin,  Glenda  Holste,  Denise  Johnson  and  Michael  Vitt,  editorial 
writers. 
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National  Marrcw  Donor  Program 


MINCRITY  DCMCR  RMLKUTJMEWr 


In  order  to  ascertain  that  the  NMDP  would  be  a  resource  for  all  Americans, 
minority  recruitment  became  a  hi<^  priority  during  fiscal  89/90.  The 
following  achievements  are  examples  of  this  e»ggressive  activity. 

•  .Many  groc^js  became  involved  in  ininority  recruitment  an  behalf  of  the 
NMDP. 

1)  Many  of  the  66  Donor  Centers  arcxmd  the  Uhited  States  made  contacts 
within  local  minority  canmunities  and  initiated  recruitment 
activities  in  those  canmunities. 

2)  Sub-contracts  were  awarded  to  five  Donor  Centers  to  concentrate 
recruitment  efforts  on  their  vAiole  blood  donor  peculation.    Each  of 
these  centers  designated  ^jecific  minority  grcn^js  as  a  target  for 
their  activities.    These  five  centers  and  their  designated  minority 
cosonmunities  are  as  follows: 

o  Wadley,  Dallas,  TX  -  African-American  and  Hispanic 
o  ARC,  Portland,  OR  -  Asian-American 

o   Blood  Center,  Sacramento,  CA  -  Asian-American  and  Latino 

o  ARC,  St.  Paul,  MN  -  African  American 

o   Blood  Center,  New  York,  NY  -  African-American  and  Latino 

3)  Life-Savers  and  Ifeart  of  America  are  recruitment  organizations 
operating  around  the  ISiited  States.    Each  began  to  focus  more 
intently  on  minority  recruitment  during  fiscal  89/90. 

4)  Comnunity-based  minority  recruitment  organizations  were  established 
during  89/90.    The  Judie  Davis  Program  and  the  Asian  American 
Program  were  assisted  in  establishment  and  organization  to  pursue 
recruitment  in  the  African-American  and  Asian-American  ccnimunities 
respectively.    $90,000  in  NMDP  funds  was  edlocated  to  HIA-typing  to 
support  start-vp  activities  of  these  two  gnx^js. 

•  Throu^  the  efforts  of  all  these  groups,  and  with  the  si^jport  of  the 
NMDP  staff,  over  5,000  minority  donors  were  recruited  in  89/90.  The 
donor  file  now  contains  the  following  members  of  minority  donors: 


African-American  :  2,958 

Asian-American  :  2,240 

Latino  :  1,199 

Native-American  :  490 

Other  :  490 

Caucasian  :  60,672 

Unknown  :  28,220 


Total  Donors  95,990 


A  recruitment  brodiure  has  been  specif iceaiy  designed  for  the 
African-American  oonnajnity,  ans  is  under  develofment  for  the  Asian 
community,  and  translations  of  generic  brochures  into  Danish  are  in 
progress. 


03/19/90 
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In  planning  minority  recr\iitment  for  fisced  90/91,  budget  constraints  and 
the  ongoing  ocarnmitment  of  the  NMDP  to  aggressively  pursue  minority 
recruitment  require  that  we  undertaJce  a  planning  process  to  assure  that 
all  current  activities  ccaitinue  with  maximum  effectiveness. 

Ihe  follovdng  plctnning  process  has  been  proposed: 

•  Name  members  of  Minority  Recruitment  Task  Force  (r^iresentatives  from 
minority  canmunities,  recruitment  organizations,  public  education 
consultants,  and  government) . 

•  Focus  groi^js  to  identi^  key  conc^jts  and  educational  strategies  for 
each  grc»^.    Four  sessions  (in  major  minority  concentration 
communities)  for  each  of  three  minority  grot^js:    Asian-,  African-,  and 
Native-American. 

•  Exit  surveys  at  planned  minority  recruitment  drives  to  assess 
motivation  and  media  effectiveness. 

•  Public  Hearing  on  Minority  Recruitment  to  eillcw  for  input  from  all 
segments  of  pc^xilation. 

•  Planning  sessions  for  Task  Force  to  determine 

Guidelines  for  minority  recruitment  activities 

Key  concepts  for  each  minority  graap 

Definition  of  critical  materieOs  to  be  developed 

Time  frames  and  goals 

-    ;^3pointment  of  limited  funds  ($250,000  in  fiscal  90/91) 

Key  coninunity  leaders  frcm  each  minority  grow?)  to  serve  as  ongoing 
spokespersons  for  minority  recruitment. 
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ATEACHMENT  X 

A  FHXCSAL 
FOR  A  SYSEEM  TO  HELP 
PATHNTS  NEEDING  AN  UNRELATED 
DCMCR  BONE  MARROW  ISANSFIANT 

Pre(»red  B:^  Hie  Naticnal  Harrov  Dcncr  Program 
M^ircii  21,  1990 


It  is  the  belief  of  the  National  Marrcw  Donor  Program  (NMDP)  that  every 
patient  needing  an  unrelated  donor  marrcw  transplant  should  have  acx^ss 
to  information  about  resources  available  in  our  country  -  or  elsev*iere 
in  the  world  -  that  may  be  able  to  help  them.    The  following 
information  and  assistance  should  be  readily  available: 

1.  Ihe  National  Heart,  Lung  and  Blood  Institute  (NHIBI)  should  pJolish 
a  directory  of  resources  available  to  serve  patients  needing  an 
unrelated  donor  marrow  transplant.    Such  a  directory  mi^t  be 
distributed  by  the  government,  tran^lant  centers  and  marrow  donor 
centers. 

2.  Inquiries  to  the  NMDP  frcan  patients,  their  families  or  the  general 
public  requesting  information  or  assistance,  will  routinely  include 
information  on  hew  the  American  Association  of  Bone  Marrcw  Donor 
Registries  (AABMDR)  can  be  contacted.    Similarly,  AABMDR  should 
routinely  refer  callers  to  NMDP. 

3.  A  new  system  is  prx^xased  ^Aiereby  "preliminary  searches"  -  the 
periodic  scan  of  a  Registry  database  to  determine  v*jether  a 
possible  ccarpatible  unrelated  <3anas:  is  <xi  file  -  will  be  forwarded 
by  the  NMDP  to  AABMDR  and  vice  versa.    Ujpon  receipt  of  a 
preliminary  search  request,  both  Registries  will  agree  to  scan 
their  databases  at  no  charge  to  the  patient,  the  referring  Registry 
or  any  other  party.    Hie  referring  Registry  will  be  notified 
proirptly  if  there  appears  to  be  a  possible  ccnpatible  donor. 

If  inplemented,  this  system  will  assure  that  patients  working  with 
either  the  NMDP  or  AABMEHl  will  be  made  aware  that  a  possible 
conpatible  donor  exists  in  the  database  of  the  other  Registry. 
When  this  occurs,  the  patient  can  pursue  possible  ccnpatible  donors 
by  following  the  usual  protocols  of  the  Registry  v*iere  the  dc^r  is 
enrolled. 

NMDP  stands  ready  to  iitpleonent  this  new  system  iinnediately. 

4.  The  NMDP  has  proposed  in  its  work  plan  and  budget  for  its  1990-91 
fiscal  year  to  develop  a  patient  services/ombudsman  function  to: 
(a)  help  patients,  their  families  and  ccraaunity-based  physicians 
understand  the  resources  available  throu^  the  NMDP  and  others;  (b) 
serve  as  a  referral  source  to  direct  patients  to  transplant  centers 
appropriate  to  their  needs;  and(c)  assist  patients  gnd  their 
families  in  working  with  transplant  centers  and/or  resolving 
problems  they  may  enocunter  with  the  system. 
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Attachment  XI 


THE  PROJECTED  COST  OF  HIA  TYPING 
A  REGISTRY  OF  250,000  DOIORS 


National  Marrow  Donor  Program 


1.  150,000  additional  U.S.A.  donors  are  needed  to  reach  the  current 
goal  of  250,000  donors. 

2.  The  cost  to  HLA  type  150,000  donors  is  as  follows: 

a.  HLA  A,B  testing  @  $75/Test  -  $11,250,000 

b.  The  incremental  cost  of  HLA 
DR  testing  done  in  conjunction 

with  HLA  A,B  testing  @  $85/Te8t*        «  12.750.000 

$24,000,000 

3.  The  cost  to  complete  the  DR  testing 
of  existing  donors  who  are  already 
HLA  A,B  typed:* 

71,000  e  $125/Test  -        S  8.875.000 


4.     The  total  cost  to  achieve  a  Registry 
of  250,000  donors  who  are  fully 

HLA  A,B  and  DR  typed  »  $32,875,000 


*Currently  most  volunteers  are  HLA-DR  typed  on  request  by  Transplant 
Centers  for  specific  patients.    The  cost  to  patients  for  this  typing  is 
approximately  $280  p^r  donor. 
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Why  donate  marrow? 

"I  donated  for  a  nine-year-old  boy  and 
since  that  time,  there's  been  a  ripple 
effect  that  just  keeps  going  on  forever. 
The  boy,  the  family  and  I  will  never  be 
the  same  again." 

Sandra  Holmes 

"It's  not  a  black  or  white  thing,  it's  about 
people  helping  each  other." 

Gayle  Bass 

"When  it  comes  right  down  to  it  -  life  or 
death  -  there's  no  question.  I  just  did  the 
right  thing,  and  I'd  do  it  again." 

Henry  Gotten 


For  additional  information, 
please  contact: 
The  Judie  Davis  Marrow  Donor 

Recruitment  Program 
(The  African  American  Project) 
1-800-628-1413 

LIFE-SAVERS  Foundation 
of  America 
1-800-999-8822 


100  South  Robert  Street 
St.  Paul,  MN  55107 
1-800-654-1247 

Produced  with  a  grant  from  the  people  at 


Ten-year-old 
Lyn  Moore  was  diagnosed 
with  plastic  Anemia  over 
two  years  ago.  Soon... 
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...  he  will  need  an  unrelated 
marrow  tran^^t  because 
there  is  no  ol^er  cure  for 
Lyn's  disease  and  no  one 
in  his  funily  is  a  suitable 
match. 

His  only  hope  is  that 
more  African  Americans 
will  agree  to  register 
with  3ie  Natior^  Marrow 
Donor  Program  and  that  he 
will  match  one  of  the  new 
volunteers.  It's  his  only 
chance  for  a  future. 


Who  needs 
marrow  transplants? 

Lyn  Moore  represents  the  more  than 
16,000  children  and  adults  who  are" 
stricken  each  year  with  leukemia, 
Aplastic  Anemia  or  other  blood  diseases. 
For  many,  the  only  hope  of  survival 
is  a  marrow  transplant  from  an 
unrelated  donor. 

Why  unrelated  donors? 

Of  the  thousands  who  could  benefit 
from  a  marrow  transplant,  70  percent 
cannot  find  a  suitable  match  within 
their  families.  These  patients  need  to 


find  unrelated  d(mors  -  people  willing  to 
come  to  ^e  assistance  o^some<me  thQr 
likely  will  never  meet 

Is  race  a  factor? 

Leukemia  is  an  equal  (HH>ortunity 
disease  -  it  affects  all  races  equally. 
However,  more  complicated  than 
matching  blood  types  for  a  transfusion, 
marrow  transplants  require  matching 
tissue  types,  vAiidh  are  characterized 
by  complex  genetic  traits  often  unique 
to  a  particular  race.  So  in  most  cases, 
an  Mican  American  will  only  match 
another  African  American. 

What  Is  the 
National  Marrow 
Donor  Program? 

The  National  Marrow  Donor  Program 
maintains  a  computerized  data  bank  of 
available  tissue-typed  marrow  donors 
nationwide.  However,  to  date,  95-98 
percent  of  the  bank  is  made  up  of 
Caucasians.  Therefore,  marrow  trans- 
plants aren't  yet  an  option  for  many 
minorities. 

What  can  you  do? 

You  can  help.  By  roistering  to  become 
a  marrow  donor,  you  can  help  balance 
the  national  registry  so  that  all  races 
are  represented  equally.  So  that  when 
African  Americans  are  diagnosed  with 
a  life-threatening  blood  disease,  they 
can  receive  the  "living  gift  of  life." 
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100  South  Robert  Street 
St.  Paul,  MN  55107 

1-800-654-1247 


Prodiuxd  urith  a  grant 
from  the  people  at 


The  Living 
Gift  OF  Life 


o<>^ 
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OINING  DONORS 
AND  RECIPIENTS 

What  is  the  National  Marrow  Donor 
Program  (NMDP)? 

To  meet  the  need  of  the  thousands  waiting 
for  marrow  transplants,  the  NMDP  main- 
tains a  computerized  data  bank  of  available 
tissue-typed  marrow  donors  nationwide. 
Established  in  1987  as  a  collaborative  effort 
of  the  American  Association  of  Blood  Banks, 
the  American  Red  Cross  and  the  Council  of 
Community  Blood  Centers,  the  non-profit 
NMDP  enables  the  efficient  sharing  and 
searching  of  information  to  join  possible 
donors  with  patients  in  need  of  marrow  trans- 
plants. The  NMDP  operates  under  a  contract 
with  the  National  Heart,  Lung  and  Blood 
Institute  of  the  National  Institutes  of  Health. 

What  are  the  odds  of  a  saccessfnl 
transplant? 

While  a  number  of  factors  influence  the 
success  of  each  individual  case,  replacing 
diseased  marrow  with  new,  healthy  marrow 
increases  the  odds  of  long-term  survival 
from  less  than  20  percent  to  between 


45  and  80  percent. 


HE  DONATION  PROCEDURE 


How  are  donors  and  recipients  matched? 

Matching  donors  and  recipients  is  a  multi- 
step  process.  First,  a  blood  test  is  performed 
to  identify  a  person's  Human  Leukocyte 
Antigen  (HLA)  type  or  "tissue  type."  Once 
the  HLA-type  is  known,  this  information  is 
then  entered  and  maintained  in  the  NMDP 
data  bank.  When  a  data  bank  search  identifies 
a  match,  the  individual  is  contacted  for 
additional  tests  and  to  make  a  final  decision 
about  becoming  a  marrow  donor 


Can  you  change  your  mind  about 
becoming  a  donor? 

The  answer  is  yes— potential  donors  have 
the  legal  right  to  withdraw  at  any  time. 
However,  once  a  match  has  been  made  and 
the  patient  has  started  the  radiation  or 
chemotherapy  treatment  required  for  the 
marrow  transplant,  there  is  no  turning  back. 
At  that  point,  there  is  a  moral  obligation 
to  proceed,  as  the  patient  would  almost 
certainly  die  without  the  transplant. 

How  is  the  marrow  removed? 

Marrow,  a  jelly-like  tissue,  is  collected  during 
a  hospital  procedure  which  is  performed 
under  general  or  spinal  anesthesia.  The 
procedure  generally  lasts  about  45  minutes. 
Using  a  needle  and  syringe,  approximately 
three  to  five  percent  of  the  donor's  marrow 
is  extracted  from  the  pelvic  bones  at  both 
sides  of  the  lower  back  area.  Typically, 
an  overnight  hospital  stay  is  advised.  Within 
two  to  three  weeks,  the  donor's  body  naturally 
the  donated  marrow. 


Does  it  hurt? 

Donors  typically  experience  discomfort  and 
tenderness  for  a  day  or  two.  While  it  varies 
from  person  to  person,  most  donors  are  back 
to  their  usual  routines  after  a  few  days. 

What  are  the  risks? 

To  date,  no  donors  have  experienced  any 
long-term  adverse  effects;  yet,  as  in  any 
medical  procedure,  a  certain  amount  of  risk 
exists,  primarily  associated  with  the  anes- 
thesia. However,  the  risk  is  very  low. 
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Who  pays  for  the  procedure? 

All  costs  associated  with  the  marrow  dona- 
tion are  charged  to  the  recipient  or  the 
recipient's  insurance  company.  Some  donor 
costs,  such  as  the  initial  HLA-typing,  child 
care  or  loss  of  salary  during  the  marrow 
donation  procedure  and  recovery  period  may 
not  be  covered. 

When  does  the  patient  receive 
the  donor's  marrow? 

After  the  marrow  is  collected,  it  is  immediately 
transported  to  the  patient's  hospital.  Depend- 
ing upon  the  circumstances,  the  patient  will 
either  receive  the  marrow  immediately  or 
after  it  has  been  processed  to  better  prepare 
it  for  transplantation.  The  patient  receives 
the  marrow  transplant  intravenously,  in  a 
procedure  similar  to  a  blood  transfusion. 
During  the  transplant,  the  patient  experi- 
ences virtually  no  pain. 


Do  donors  and  recipients  ever  meet 
face-to-fiace? 

Generally,  donors  do  not  meet  their  marrow 
recipients.  Donors  are  told  about  the  recipient's 
condition  at  the  time  they  agree  to  donate 
and  are  welcome  to  contact  the  Coordinator 
for  updates  on  the  patient's  progress.  After 
the  recipient  has  been  discharged  from  the 
hospital,  if  both  parties  independently  wish 
to  communicate,  the  donor  and  transplant 
centers  can  help  coordinate  arrangements. 


EXT  STEPS 


One  more  question . . .  Why  donate?  This  can 
be  answered  only  by  each  individual.  There 
is  no  monetary  reward,  no  plaque  or  medal. 
There  simply  is  the  personal  satisfaction 
of  giving  another  human  being  the  living 
gift  of  life. 

For  additional  information  about  registering 
to  become  an  unrelated  marrow  donor,  please 
call  the  Coordinator  at  the  nearest  Donor 
Center.  A  list  of  participating  Donor  Centers 
with  Coordinators'  names  and  phone  num 
bers  accompanies  this  brochure. 

If  there  is  not  a  Donor  Center  in  your  state, 
please  call  the  Life-Savers  Foundation  at 
1-800-999-8822  about  donor  participation 
in  your  area. 
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n  estimated  16,000  children  and  adults  are  stricken  each  year  with 
leukemia,  aplastic  anemia  or  other  blood-related  diseases.  For  many, 
the  only  hope  for  survival  is  a  marrovi^  transplant.  O  Of  the  thousands  who 
could  benefit  from  a  marrow  transplant,  nearly  70  percent  cannot  find  a 
suitable  match  within  their  families.  These  patients  need  to  find  unrelated 
donors-people  willing  to  come  to  the  assistance  d  someone  they  likely 
v^U  never  meet.  O  As  the  pool  of  i^^^jUaf  marrow  donors  increases,  so 
do  the  odds  of  survival  for  the  tlMmnds  ofq^       in  need.  There  is 
about  a  one  in  20,000  chance  of  nmng  a  malcMg  uma^ated  donor  in  the 
general  population.  Since  tissites^p^s  are  inhente^j'SM  diffi^t  tissue 
types  are  found  in  differeifl^ffinc  groups,  the  chancesC)f  firai^  ai 
unrelated  donor  vary  ^e(15Wingto  the  patient's  ethnic  backgrlunj 
of  100,000  potential  dd^jOTsJncluding  Caucasians,  African-Americar 
Hispanics,  Asians  aftiiljmive  Americans,  would  meet  the  needs  of  80  tJ" 
85  percent  of  thg$atient5^ who  need  a  marrow  transplant.  Clearly, 
hundreds,  perh^s^fe^sands  of  lives  could  be  saved  if  more  people  added 
their  names  t0c4jje4jst  of  potential  marrow  donors.  O  The  requirements 
to  be  a  m^rro\^^nor  are  few.  Unrelated  marrow  donors  must  be  betw^n 
18  and ^Sjejpss  of  age  and  be  able  to  pass  a  thorough  physical  examinatS 
No  special  -djet  or ^ysical  program  b  necessary  OFollowing  are  ^ 
to  commonly  aslfed  qufestions^about  marrow  donation  and  transi 
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The  Chairman.  Let  me  ask,  just  on  this  last  point,  what  are  the 
kinds  of  real  concerns  that  donors  have?  What  is  it?  Is  it  a  psycho-  j 
logical  kind  of  thing?  What  is  it?  1 

Dr.  Graves.  Well,  a  donor  undergoes  general  anesthesia,  Sena- 
tor. This  is  termed,  in  many  cases,  a  life-threatening  procedure.  A  ' 
donor  has  a  spouse  maybe  that  isn't  too  happy  about  this  whole  , 
show,  or  a  parent  or  whatever.  We  have  great  concern  that  the  j 
donors  that  get  into  the  system  stay  with  us.  The  donors  that  leave  , 
the  system  at  the  last  moment,  as  was  very  dramatically  put  to-  ' 
gether  on  one  of  our  TV  networks  where  a  donor  backed  out  at  the  | 
last  minute,  we  feel  is  very  serious.  ; 

However,  we  respect  their  right  to  leave  at  any  time.  If  they 
don't  want  to  go  to  the  OR  at  that  point  in  time,  I  guess  that's  cor-  i 
rect.  I 

The  Chairman.  Do  you  ever  have  any  that  do  more  than  one?  | 

Dr.  Graves.  We  have  a  policy  within  the  national  program  to  not 
do  two.  This  is  under  public  response  and  is  in  the  public  forum.  In  i 
many  cases,  I  think  it  could  work.  But  as  a  policy,  no.  ' 

The  Chairman.  Let  me  just  say  I  am  familiar  with  the  Hutchin-  ! 
son  Center.  I  had  the  great  honor  to  be  out  there  at  the  dedication 
with  Warren  Magnuson  and  had  a  chance  to  spend  some  time 
going  through  it  and  have  followed  the  work  of  the  center  over  a 
long  period  of  time  and  know  of  its  excellence.  And  we  hope  you 
will  give  our  best  to  the  Admiral. 

Dr.  Graves.  Thank  you. 

The  Chairman.  We  are  hopeful  that  as  we  are  trying  to  work 
through  some  of  these  areas  that  have  been  raised  by  members 
today,  that  maybe  from  your  own  insight  and  working  through  this 
you  might  have  some  suggestions  for  us  as  to  how  to  do  it. 

Dr.  Graves.  Thank  you. 

The  Chairman.  I  know  you  are  accompanied  by  the  doctor.  You 
have  heard  some  of  these  points  that  have  been  raised  during  the 
course,  and  if  you  would  like  to  make  a  submission,  we  will  keep 
the  record  open  for  whatever  information  you  may  have. 

Dr.  Graves.  Thank  you. 

The  Chairman.  I  just  had  a  couple  of  questions. 

What  is  the  average  time  that  a  seeker  looks  for  a  match?  What 
is  the  average  time,  do  you  find? 

Ms.  Keller.  The  patient's  overall  time?  May  I?  I  need  to  apolo- 
gize to  Congressman  Young,  and  I  think  I  get  upset  when  I  find  out 
there  are  patients  out  there  that  didn't  know  about  us.  Congress- 
man Young  did  not  confirm  that  the  American  Registry  was  not 
searched.  We  know  that  we  confirmed  that,  Joann  Raymond  did, 
that  those  patients  are  not  on  the  search  file.  And  we  did  not — how 
did  I  put  it?  It  was  not  asked  the  question  per  se.  We  asked  him  if 
he  would  take  the  information  back  to  the  patients  so  that  they 
could  access.  So  I  do  apologize  to  Congressman  Young. 

The  Chairman.  We  want  to  note  that  the  good  Congressman  is 
still  at  the  hearing.  We  have  Congressmen  and  Senators  come  and 
go  at  these  hearings,  but  we  want  to  pay  tribute  for  his  obviously 
continuing  interest. 

Ms.  Keller.  And  if  you  don't  mind,  a  patient  question,  I  would 
rather  defer  to  the  director. 

The  Chairman.  Yes.  Fine. 
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Please? 

Ms.  Raymond.  The  question  was  time  involved  in  the  search 
process? 

The  Chairman.  Yes.  What  is  the  average? 

Ms.  Raymond.  It's  not  an  actual  average  time.  About  four  to  five 
months  to  really  get  a  general  reading  on  whether  or  not  we're 
going  to  find  something  for  a  patient.  But  we  have  some  patients 
that  are  searching  for  years  and  then  locate  a  donor.  It  will  depend 
on  the  disease.  If  the  patient  is  to  be  diagnosed  

The  Chairman.  Bring  the  mike  just  a  little  closer,  if  you  would. 

Ms.  Raymond.  A  newly  diagnosed  CML  patient  has  several  years, 
sometimes,  to  find  a  donor.  But  mostly  within  four  to  five  months 
we  have  an  idea. 

I  would  like  to  make  a  comment,  Senator.  I  run  the  patient  co- 
ordinating center.  I  was  one  of  those  motivated  moms  out  there 
three  years  ago,  and  I  lost  my  child  also.  It's  my  job  to  find  every 
option  there  is  for  every  patient  that  comes  in  that  door,  every 
donor.  So  I  would  dearly  love  your  continued  assistance  with  some 
cooperative  effort  with  these  registries  that  are  out  there  now. 

The  Chairman.  Good. 

Ms.  Raymond.  I  think  we  need  it  desperately.  I  really  do  see  chil- 
dren dying  every  month  because  they  haven't  been  accessed,  and 
it's  unnecessary. 

The  Chairman.  Well,  if  you  would  be  good  enough  to  help  us 
work  with  the  staff,  I  say  to  the  good  Congressman  as  well,  work 
with  us  about  how  that  best  can  be  done.  As  I  say,  it  is  something 
which  is  enormously  important. 

Let  me  ask  you,  since  names  are  coming  on  the  registries,  maybe 
daily  or  weekly,  how  does  that  work?  How  current  is  the  search  in 
terms  of  those  that  are  being  added  to  the  list? 

Ms.  Raymond.  New  donors  coming  into  the  system,  you  mean? 

The  Chairman.  Yes. 

Ms.  Raymond.  The  American  Registry  searches  every  patient 
against  every  donor  in  the  system  on  a  regular  basis.  So  if  we  have 
1,000  new  donors  this  week,  they  will  all  be  checked  against  every 
patient  that  is  still  current. 

Now,  we  can't  do  it  with  the  Europeans.  What  we  do  do  is  run 
the  search  again  in  6  months  for  a  patient  who  is  still  active,  and 
particularly  if  we've  got  new  donor  sources  in  Europe — and  that 
has  happened  over  the  past  few  years — that  will  be  less  likely  to 
happen  now.  But  the  American  Registry  donors  are  updated. 

Ms.  Keller.  May  I  add  one  comment? 

The  Chairman.  Yes. 

Ms.  Keller.  One  thing  that  possibly  should  be  mentioned,  we 
have  added  the  Johnson  family  after  it  was  a  little  bit  larger  than 
has  been  stated.  We  have  added  3,000  donors  that  were  recruited 
because  of  the  Joanne  Johnson  effort.  And  the  donor  drive,  for  in- 
stance, that  was  done,  the  three  drives  by  the  Green  effort,  the  Jo- 
celyn  effort,  in  the  last  week,  those  donors  are  today  being  put  into 
the  system.  And  by  Monday  or  Friday,  when  Joanne  gets  back,  all 
those  donors  will  have  been  updated  against  every  patient  who  is 
in  the  files. 

The  Chairman.  What  is  the  relationship  with  these  various  cen- 
ters, the  transplant  centers?  How  do  you  relate  with  them? 
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Ms.  Raymond.  The  relationship  between  the  centers  and  the 
American  Registry? 
The  Chairman.  Yes. 

Ms.  Raymond.  Fine.  We  get  requests  from  the  transplant  centers 
all  the  time.  We  send  patients,  donors  to  the  transplant  centers. 

The  Chairman.  And  so  you  have  a  good  working  relationship 
with  them? 

Ms.  Raymond.  Yes. 

The  Chairman.  OK. 

Ms.  Keller.  Maybe  I  could  add  a  little  bit  to  that.  We  work 
almost  daily  with  transplant  coordinators  and  work  back  and  forth 
doing  testing.  We  have  five  MLC's,  third-level  testing  done  right 
now,  and  four  out  of  those  five  are  for  national  marrow  donor  cen- 
ters. 

Senator  Kassebaum.  One  thing,  Ms.  Keller,  that  I  was  interested 
in,  your  commenting  on  the  criteria  for  donor  matches  and  that 
they  might  differ  among  transplant  centers.  I  had  assumed  there 
was  a  standard  criteria  that  pretty  much  had  to  be  met. 

Ms.  Keller.  There  are  some  centers  that — and  that  criteria  prob- 
ably a  national  program  should  be  able  to  give  you — but  some 
transplant  centers  will  accept  only  perfect  matches  for  a  patient  in 
order  to  do  transplant.  Others  may  do  T-cell  depletion,  etc.,  and 
they  may  accept  less  than  perfect  or  minor  mismatch  at  an  A  or  B 
locus  or  what  have  you.  Some  will  accept,  as  someone  mentioned 
earlier,  even  a  four-out-of-six  match  for  a  patient  because  their  pro- 
tocol and  their  treatment  of  the  marrow,  etc.,  allows  that  to  be 
done. 

Senator  Kassebaum.  Well,  Dr.  Lenfant,  I  would  like  to  ask  you, 
would  it  be  important  for  criteria  to  be  similar  for  a  similar  trans- 
plant? 

Dr.  Lenfant.  Yes.  Yes,  I  think  it's  very  important  to  establish 
criteria  which  can  be  uniformly  applied.  One  of  the  problems  that 
has  existed  with  the  separation  between  the  national  program  and 
the  American  Registry  is  that  common  criteria  for  donors  and 
transplantation  haven't  been  developed,  and  we  feel  very  strongly 
that  we  have  to  do  that,  and  we  agree  certainly  in  part,  perhaps 
not  completely  but  certainly  in  part,  with  what  has  been  said  here 
by  the  American  Registry  that  we  have  to  work  to  come  up  with 
criteria  which  makes  that  thing  more  accessible  to  all  parties. 

Senator  Kassebaum.  I  would  think  that  that  would  be  something 
that  the  medical  community  itself  would  want. 

Dr.  Lenfant.  You  may  have  seen.  Senator,  in  my  testimony  I  in- 
dicate that  we  are  going  to  create  a  policy  committee  within  the 
institute  made  up  of  experts  from  the  country,  the  best  minds  we 
can  find,  and  we  intend  to  work  with  them  to  be  sure  that  we 
achieve  this  commonality  and  uniformity  which  we  think  is  so  im- 
portant. 

Senator  Kassebaum.  Ms.  Keller  and  Dr.  Graves,  you  both  heard 
the  number  of  comments,  particularly  by  the  first  congressional 
panel,  about  the  need  for  coordination.  We  don't  coordinate  here  as 
much  as  we  should,  and  it  is  frequently  difficult.  But  it  seems  to 
me  that  when  the  goals  are  very  much  the  same  and  we  so  much 
need  to  pool  the  limited  resources  we  have,  I  find  it  hard  to  under- 
stand why  there  isn't  a  greater  effort  to  coordinate. 
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Ms.  Keller.  There  is  one  major  difference,  and  our  donors  are 
even  very  conscious  of  the  fact.  The  donors  in  the  American  Regis- 
try are  available  to  all  patients.  The  donors  in  the  National 
Marrow  Donor  Program  are  limited  to  participating  in  only  being 
donors  and  the  participating  centers,  transplant  centers,  of  the  na- 
tional program. 

That  means  that  patients  who  are  on  Medicaid  and,  for  instance, 
in  Louisiana,  which  is  the  best  example  I  can  give,  where  a  young 
Mexican  child  whom  we  just  provided  a  donor  to  in  South  Texas, 
the  child  was  on  Medicaid,  the  parents  had  nothing.  They  were 
doing  garage  sales  to  raise  money,  whatever,  to  pay  this  child's 
medical  expenses.  He  could  not  even  access  national  because  the 
family  definitely  could  not  afford  to  leave  the  area  where  he  was  to 
go  for  transplant.  They  had  no  money  to  pay  for  transplant.  And 
yet  locally  he  was  able  to  have  the  transplant  done. 

A  donor  was  found  in  the  Florida  branch.  The  donor  was  even 
willing  to  go  to  the  facility  where  the  child  was  for  even  more  cost 
containment  so  that  there  wouldn't  have  to  be  a  harvest  fee  paid 
elsewhere.  And  the  child  is  eight  weeks  out  of  transplant  and  doing 
extremely  well.  His  older  brother  had  died  with  a  brain  tumor 
about  a  month  before  this  child  was  diagnosed.  So  it  was  a  whole 
long  story. 

But  my  patients  in  Louisiana — I  say  my  because  they  become 
very  personal — there  are  about  30-plus  who  are  on  Medicaid.  We 
have  three  well-recognized  transplant  centers  in  the  State,  and 
Louisiana  will  pay  for  these  kids  to  have  a  transplant  in  the  State 
of  Louisiana.  If  they  can't  find  a  donor  in  the  American  Registry, 
the  only  donor  they  can  find  is  in  the  national  program.  They 
cannot  have  a  transplant. 

First  of  all,  they  would  have  to  leave  the  State  and  choose  a  na- 
tional marrow  donor  participating  center  to  go  to  for  transplant. 
That  means  they  lose  Medicaid  coverage  from  the  State  of  Louisi- 
ana. They  now  have  to  live  out  of  their  State  for  4  months,  which 
is  another  nonmedical  financial  cost  that  is  related  to  transplant. 
And  they  can't  do  it. 

Now,  we  have  had  it  happen  and  we've  had  our  transplanters 
call  national  to  see  whether  this  donor  could  be  harvested  at  a  na- 
tional marrow  participating  center  and  the  marrow  shipped  to  the 
patient.  And  that  cannot  be  done. 

Now,  that  donor  does  not  know  that  he  or  she  is  a  match  for  a 
14-year-old  boy  in  New  Orleans  and  is  being  denied  even  the 
knowledge  that  that  donor  could  save  that  child's  life. 

And  I  am  a  donor,  and  I  personally  don't  want  somebody  coming 
and  telling  me  you've  got  to  give  in  one  of  the  national  marrow 
participating  centers  because  we're  not  going  to  even  let  you  know 
if  you  match  a  child  at  Louisiana  State  or  Baylor  or  West  Virginia 
or  Scripps  in  California  or  whatever  else.  You  know,  I  want  to 
make  up  my  own  mind. 

We  provide,  we  know  that  some  of  the  centers  are  not  participat- 
ing centers.  In  fact,  most  of  our  donors  have  been  donors  for  na- 
tional program  patients.  But  even  if  they're  not,  we  tell  the  donor 
where  the  center  is  that  the  patient  is  being  treated,  we  put  them 
in  touch  with  our  own  medical  advisory  board,  we  get  them  all  the 
information  we  can  on  the  center  where  their  patient  is,  on  the  dis- 
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ease  the  patient  has,  the  status  they  are  in,  what  their  chances  of 
success  are,  and  then  let  the  donor  decide. 

Senator  Kassebaum.  Well,  given  differences  there  on  that  par- 
ticular aspect,  it  seems  to  me  that  there  would  be  ways  of  signifi- 
cant coordination. 

Ms.  Keller.  I  would  hope  so. 

Senator  Kassebaum.  Given  that  particular  difference.  Dr. 
Graves,  do  you  have  a  comment? 

Dr.  Graves.  Certainly.  When  the  National  Marrow  Donor  Pro- 
gram actually  moved  from  a  concept  to  reality,  the  original  concept 
was  to  determine  if  this  was  in  fact  a  viable  treatment  or  a  viable 
option.  We  did  not  have  the  number  of  cases  of  unrelated  marrow 
transplantation  done  at  the  time  this  program  began.  An  OTA 
report  mentioned  that  since  my  daughter  had  been  transplanted,  in 
the  intervening  seven  years  there  had  only  been  worldwide  100 
marrow  transplants  done  between  unrelated  people. 

The  reason  for  the  lack  of  transplantation  was,  of  course,  the 
lack  of  donors.  It's  very  simple.  There  was  no  lack  of  patients, 
there  was  a  lack  of  donors. 

When  the  marrow  transplant  program  started,  we  started  with 
previously  typed  precise  donors  which  came  from  many,  many 
blood  centers  around  the  country.  These  were  people  that  gave 
platelets.  They  were  already  tj^ed.  We  didn't  have  the  typing  ex- 
pense. 

The  first  two  years  of  the  program,  we  utilized  those  precise 
donors  and  we  were  successful  in  doing  over  100  transplants  essen- 
tially in  one  year  with  those  donors.  It  became,  then,  what  we  felt 
a  very,  very  viable  treatment  option. 

But  some  of  the  misunderstanding  that  we  have  with  the  Ameri- 
can Registry  came  about  there  because  we  did  require  very,  very 
strict  criteria  of  the  transplant  centers  that  were  allowed  to  use 
donors  that  we  had.  We  did  not  wish  to  put  a  donor  in  a  life-threat- 
ening situation  for  a  disease  that  was  already  fatal.  Why  put  two 
people  in  place,  jeopardize  two  people  when  one  was  already  in 
major  trouble? 

We  wanted  transplant  centers  that  had  what  we  felt  equal  physi- 
cal facilities  and  equal  experience  in  marrow  transplantation.  We 
placed  criteria  that  said  that  they  had  to  do  25  marrow  transplants 
before  they  could  apply  or  be  part  of  our  system.  This  was  changed 
last  year.  Now  that  we  have  a  viable  option,  this  was  changed.  A 
transplant  center  today  has  to  do  less  than,  I  think  it's  10,  10  or  15 
allogeneic  transplants  in  the  past  year  to  qualify. 

I  will  relate  to  you  that  the  most  eminent  transplant  center  in 
Louisiana,  the  most  eminent  transplanter.  Dr.  Conrad  Gumbard, 
has  applied  or  is  applying.  He  has  been  talking  to  the  membership 
committee,  is  applying  for  membership  in  the  national  program. 

We  felt  these  safeguards  extremely  necessary.  Our  program  is 
evolving,  moving  forward.  These  are  some  of  the  problems  of  evolu- 
tion that  we  have. 

The  Chairman.  Thank  you. 

Senator  Kassebaum.  Thank  you  very  much. 

The  Chairman.  Go  ahead. 

Ms.  Raymond.  I  would  like  to  comment  that  I  agree  with  Dr. 
Graves  that  the  National  Marrow  Donor  Program  does  need  to 
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have  transplant  center  criteria.  The  problem  is  not  the  criteria,  the 
problem  is  that  there  is  no  control  over  the  charges  that  these 
transplant  centers.  So  you  have  one  patient  who  is  told  that  the 
administrative  fee  for  access  to  the  National  Marrow  Donor  Pro- 
gram at  their  transplant  center  is  $3,000  to  $5,000,  payable  up 
front;  you  have  another  that  the  chart,  the  administrative  fee 
comes  in  later;  you  have  another  that  is  doubling  the  DR  typing 
fees  to  the  national  program. 

To  have  these  many  charges  out  there  to  patients,  personally  I 
am  having  a  problem  at  my  office  because  a  lot  of  our  patients 
can't  get  into  the  national  program.  I  am  talking  about  fully  in- 
sured for  transplant,  Blue  Cross  and  Blue  Shield  master  medical, 
with  no  coverage  for  search  cost,  who  are  going  to  a  transplant 
center  and  told  your  access  fee  is  $8,000.  If  you  can't  pay  it,  you 
can't  get  in.  The  patient  is  not  told  that  there  is  another  transplant 
center  with  a  $50  access  fee,  another  transplant  center  with  no 
access  fee,  transplant  centers  with  fees  for  staying  on  the  files 
every  month. 

What  the  national  program  has  failed  to  do  is  control  these 
access  points,  control  the  fees  at  these  access  points.  So  you  have  to 
go  through  one  of  these  centers  to  get  in.  They  have  no  idea  what 
these  centers  are  charging,  and  no  control.  So,  yes,  you  can  find  a 
very  equitable  center  to  get  in,  and  other  places  you  can't  get  in  at 
all  unless  you  have  $10,000. 

Dr.  Graves.  I  would  be  glad  to  comment  on  that. 

The  National  Marrow  Donor  Program  is  a  very  multifaceted  pro- 
gram. We  have  not  had  the  ability  to  assess  charges  with  trans- 
plant centers. 

The  Chairman.  We  are  getting  back  to  now  an  old  subject  here 
about  health  insurance  and  health  insurance  costs,  and  I  didn't 
think  that  that  was  going  to  come  up  in  this  particular  hearing.  It 
seems  to  come  up  in  all  of  them. 

But  we  would  really  like  to  see  if  we  can't — it's  complicated,  and 
we  know  that  it  is — but  I  think  all  of  us  would  like  to  try  to  reduce 
some  of  these  barriers  and  make  some  sense  out  of  these  things, 
get  some  limitations  on  research  agencies  being  able  to  provide  the 
costs  for  services  as  well. 

So  it  is  complicated,  but  we  are  going  to  spend  some  time  on  this, 
and  try  to  see  if  we  can't  be  constructive  in  helping  some  of  the 
families  that  are  most  affected  by  this. 

We  want  to  thank  you.  It  has  been  a  very  helpful  hearing.  I  have 
learned  a  lot,  and  we  are  very  grateful  to  all  of  the  witnesses  here. 

[Additional  statements  and  material  submitted  for  the  record 
follow:] 
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PREPARED  STATEMENT  OF  HELLEN  GELBAND,  SENIOR  ASSOCIATE 
OFFICE  OF  TECHNOLOGY  ASSESSMENT 

UNRELATED  BONE  MARROW  TRANSPLANTS  IN  THE  UNITED  STATES: 
POLICY  ISSUES  FROM  A  PATIENT  PERSPECTIVE 

Earlier  this  year,  OTA  looked  into  how  patients  go  about  finding  an  unrelated  bone 

marrow  donor  in  the  United  States,  in  particular,  the  difficulties  that  may  hamper  the  search  or 

stop  it  altogether  before  all  options  have  been  exhausted.  Congressman  Fazio  asked  us  to  do 

this,  wanting  to  know  why  there  didn't  seem  to  be,  in  his  words,  "one  stop  shopping,"  one  place 

to  which  patients  and  their  families  could  go  to  have  all  the  search  mechanisms  turned  on.  To 

answer  this  question,  we  gathered  information  about  the  Congressionally-mandated  National 

Marrow  Donor  Program  (NMDP)  and  the  major  registries  that  have  remained  independent  of 

the  NMDP,  which  are  affiliated  with  the  American  Registry  (AR),  and  about  the  centers  that 

perform  bone  marrow  transplants  from  unrelated  donors.  Our  findings  are  reported  in  an  OTA 

Staff  Paper,  "Unrelated  Bone  Marrow  Transplants  in  the  United  States:  Policy  Issues  from  a 

Patient  Perspective." 

We  found  that,  particularly  for  patients  whose  searches  are  being  conducted  through 
the  NMDP,  the  strategy  for  searching  the  available  registries  and  the  cost  of  the  search 
procedure  may  vary  greatly.  The  variation  arises  almost  entirely  from  differing  practices  of  the 
individual  transplant  centers.  The  NMDP  initiates  searches  in  its  own  and  in  unlinked  foreign 
registries  at  the  request  of  NMDP-approved  transplant  centers,  in  accordance  with  the  centers' 
specifications.  Some  centers  have  a  sequential  approach,  searching  the  NMDP  files  of  about 
80,000  potential  donors  first,  and  if  a  match  is  not  found,  then  going  on  to  the  available  foreign 
registries;  pthers  request  simultaneous  searches  of  various  registries.  The  NMDP  does  not  have  a 
link  to  the  American  Registry  and  does  not  refer  transplant  centers  to  the  AR  for  searching. 
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"  The  American  Registry  initiates  simultaneous  searches  of  its  files  of  about  28,000 
potential  donors  and  its  foreign,  linked  registries,  and  initiates  searches  in  the  three  largest 
unlinked  foreign  registries;  it  provides  applications  for  searching  three  smaller  unlinked  foreign 
registries.  The  AR  provides  this  service  at  the  request  of  a  patient's  attending  physician,  either 
before  or  after  a  patient  is  referred  to  a  particular  transplant  center.  The  AR  does  not  require 
that  transplants  from  its  donors  be  done  at  particular  centers. 

Most  potential  donors  in  both  the  NMDP  and  the  AR  are  HLA-typed  for  four  of  the 
six  loci  important  for  matching  donor  and  recipient,  so  initial  searches  are  based  on  those  four, 
the  two  A  and  two  B  loci.  All  A,B-matched  individuals  are  then  contacted  and  scheduled  for 
blood  drawing  so  that  HLA  typing  may  be  completed  by  analyzing  the  DR  loci.  This  process  of 
contacting,  scheduling  and  DR  typing  the  potential  matches  may  take  a  month  or  more.  The 
NMDP  and  AR  arrange  for  the  DR-typing  and  report  the  results  to  the  requesting  physician. 
The  NMDP  charges  the  transplant  centers  for  these  services  and  the  AR  bills  the  patients 
directly  or  through  a  transplant  center.  The  transplant  centers  are  not  involved  in  the  search 
procedure,  so  these  charges,  except  for  administrative  costs  associated  with  the  paperwork,  are 
largely  passthroughs.  The  AR  specifies  that  no  administrative  charges  be  added  to  their 
charges,  but  the  NMDP  does  not.  OTA  gathered  cost  information  from  only  a  few  NMDP- 
approved  transplant  centers,  but  among  those  few  there  were  large  variations  in  add-on  costs, 
ranging  from  a  modest  administrative  fee  up  to  40  percent  over  what  the  NMDP  charges  the 
centers.  NMDP  charges  to  transplant  centers  for  a  successful  search  average  $16,000  to  $20,000, 
so  the  difference  can  be  substantial.  The  AR  charges  for  corresponding  services  are  at  least 
$5,000  less.  In  most  cases,  medical  insurance  covers  the  costs  of  the  transplant  itself,  including 
the  patient  costs  and  usually  the  costs  of  harvesting  marrow  from  the  donor,  but  search  and 
DR-typing  costs  are  not  covered  routinely,  and  must  be  paid  for  by  patients  directly. 
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The  means  by  which  potential  donors  are  recruited  to  the  registries  may  also  affect 
patients  seeking  transplants  in  cases  where  no  match  is  found  in  the  registries  searched.  The 
registries  incorporated  into  the  NMDP  and  the  independent  registries  historically  recruited 
potential  donors  in  hopes  of  finding  a  match  for  a  particular  person.  But  when  the  NMDP 
began,  it  intended  to  add  potential  donors  by  enrolling  platelet  and  plasma  donors,  who  already 
had  been  HLA  typed,  thereby  saving  the  considerable  cost  of  typing  large  numbers  of  people. 
That  has  not  worked.  The  alternate  strategy  of  recruiting  potential  donors  through  blood 
centers  around  the  country  has  fallen  short  of  what  it  might  achieve,  at  least  in  part  because 
there  are  no  NMDP  funds  earmarked  for  typing  costs.  Large  numbers  of  people  have  been 
added  to  the  registry  from  patient-specific  donor  drives,  however.  These  drives  are  funded  to 
some  extent  by  patients'  families,  but  mainly  through  fund  raising  in  communities.  These 
drives  place  psychological  demands  on  families,  and  may  create  insupportably  high  expectations 
that  a  donor  will  be  found  for  the  patient  in  question,  when  the  likelihood  of  that  happening  is 
actually  low. 

The  answer  to  Mr.  Fazio's  question  is  that  patients  looking  for  an  unrelated  bone 
marrow  donor  do  not  have  "one-stop  shopping,"  and  for  patients  whose  searches  are  being 
conducted  through  the  NMDP,  experiences  may  be  extremely  variable,  depending  largely  on 
their  transplant  center.  In  addition,  the  system  is  slow  and  the  wait  for  DR- typing  may 
eliminate  many  patients  with  acute  leukemias  from  finding  an  unrelated  donor  in  time  for  a 
transplant. 
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David  and  Pamela  Cunningham 
41  Brookside  Rd. 
Braintree,  Massachusetts  02184 
(617)  849-1194 


The  Honorable  Edward  M.  Kennedy 
Room  315 

Russell  Building 
Washington  D.  C.  20510 

Dear  Senator  Kennedy, 

Although  I  have  written  to  you  many  times  during  your  years 
of  service  to  the  citizens  of  Massachusetts  and  to  the  Nation  as 
a  whole,  none  of  my  previous  letters  addressed  issues  as  impor- 
tant to  me  as  the  ones  I  shall  describe  below. 

My  wife,  Pamela,  who  is  31  years  old,  was  diagnosed  with  a 
form  of  leukemia  known  as  Chronic  Mylogenous  Leukemia  (CML) 
almost  a  year  ago.  The  initial  shock  and  dismay  associated  with 
such  a  blow  were  devastating.  We  have  moved  beyond  that  now  and, 
together  with  her  doctors,  we  are  attempting  to  locate  a  compati- 
ble, non-related  bone  marrow  donor.  A  Bone  Marrow  Transplant  is 
the  only  hope  for  a  cure  for  Pam's  illness. 

Pam  requires  a  non-related  donor  because  no  one  in  her 
family  is  a  compatible  match.  We  are  dependent  on  a  successful 
search  of  the  various  bone  marrow  registries,  one  of  which  is 
operated  and  administered  by  the  National  Marrow  Donor  Program 
(NMDP) .  Fortunately  our  medical  insurance  covers  the  entire  cost 
of  this  search  and  the  transplant  which  total  approximately 
$250,000. 

Unfortunately,  like  all  other  Americans  facing  the  same 
situation,  we  must  rely  on  a  fragmented  system  of  private  regis- 
tries, including  the  fledgling  NMDP.  Currently  the  National 
Registry  contains  approximately  85,000  potential  donors.  Al- 
though the  number  has  increased  tremendously  recently  thanks  to 
several  privately  sponsored  drives,  the  odds  of  anyone  finding  a 
match  through  the  registry  are  very  slim. 

The  pool  of  potential  donors  must  expand.  The  problem  is 
that  no  great  push  for  expansion  is  being  conducted  at  the  Na- 
tional   level.      The  job  of  educating,    recruiting,    and  testing 
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donors  is  being  undertaken  at  the  local  level  by  friends  and 

family  of  patients  and  by  non-profit  agencies  such  as  the  Ameri-  j 

can  Red  Cross  and  Life  Savers  Foundation  of  America.     In  addition  ^ 

to  the  emotional  struggle,   families  are  forced  to  incur  a  tremen-  j 

dous  financial  burden  in  desperate  searches  for  a  life-saving  i 
donor.     While  the  efforts  have  resulted  in  commendable  gains  in  a 

short  amount  of  time,  they  are  insufficient  to  meet  the  needs  of  i 

most  people  in  need  of  a  Bone  Marrow  Transplant.  ! 

The  Federal  government  can  and  should  do  more  to  educate,  I 
recruit,  and  test  potential  donors.  Studies  indicate  that  a  ^ 
registry  of  250,000  would  provide  a  more  solid  base,  thereby  i 
offering  more  hope  for  Pam  and  others  like  her.  The  initial 
infusion  of  funds  required  to  recruit  and  test  enough  people  is 
estimated  to  be  less  than  $15  million. 

Pam  and  I  were  very  disappointed  to  learn  that  Congress  has 
failed  to  appropriate  any  funding  for  aggressive  enhancements  to 
the  NMDP  since  its  creation  in  1987.  We  urge  you  to  take  whatev- 
er steps  are  necessary  to  expand  the  current  base  as  quickly  as 
possible,  to  ensure  that  going  forward  there  is  adequate  funding 
to  efficiently  maintain  the  registry,  and  to  inform  the  American 
public  of  what  it  can  do  to  save  some  one's  life.  Without  active 
support  from  the  Federal  government,  expansion  could  take  years. 

Pam  and  nearly  10,000  other  Americans  currently  in  need  of 
this  life-saving  transplant  should  not  have  to  wait.  Sadly,  many 
individuals  will  die  from  their  cancer  befor  a  donor  is  found. 
The  American  people  are  willing  to  help;  I  hope  the  American 
government  is  also  willing  to  help. 

Thank  you  for  your  time  and  your  commitment  to  our  cause. 


145 


I    JOMTraEPARED  STATEMENT  OF  JOHN  AND  ROSEMARY  UNDER 

In  Febfiiaiy,  1988,  John  started  bleeding  internally,  as  evidenced  by  blood  in  his 
urine,  stool  and  phlegm.  It  was  this  problem  that  alerted  his  doctor  to  test  for  leukemia. 
Aft^  three  days  of  tests,  including  a  bone  marrow  biopsy,  and  waiting  a  week  we  were  told 
John  had  Chronic  Myelogenous  Leukemia.  This  was  just  one  month  before  John's  39th 
birthday. 

Having  taken  a  gamble  (and  lost),  we  were  without  any  health  insurance.  The  only 
Oncologist  in  El  Dorado  refused  to  see  John  without  advance  payment  or  insurance  and  would 
not  take  Medicaid.  We  were  referred  to  Dr.  Laura  Hutchins  of  the  University  of  Arkansas 
Medical  Center  in  Little  Rock.  At  our  first  appointment,  we  told  her  that  neither  one  of  us 
were  woiking.  She  told  us  that  John  would  probably  qualify  for  SSI  and  Medicaid  and  agreed 
to  treat  John.  We  came  home  and  applied  for  SSI  and  were  accepted;  which  also  gave  us 
Medicaid.  Later,  he  qualified  for  Social  Security  Disability  and  Medicaid  3-month 
q)end-down. 

We  were  able  to  sub^st  with  the  help  of  our  family,  church  and  many  friends. 
John  went  weekly  to  the  clinic  in  Little  Rock  for  about  3  months.  In  June  1988,  Dr.  Hutchins 
said  we  should  consider  testing  all  John's  two  brothers,  two  sisters,  three  children  and  mother 
for  a  possible  bone  marrow  transplant.  After  all  testing  was  finished,  in  July,  1988,  we  were 
told  there  was  no  sibling  match. 

After  finding  no  sibling  match.  Dr.  Hutchins,  being  familiar  with  the  Fred 
Hutchinson  Cancer  Research  Center  in  Seattle,  WA,  contacted  them  to  start  a  search  for  a 
non-related  donor. 

In  July,  1988  we  were  told  we  needed  $1,500  cash  to  send  to  Fred  Hutch  in  order 
to  find  out  how  many  potential  donors  we  had  on  the  National  Bone  Marrow  Registry 
(NBMR).  Since  we  did  not  have  the  money  and  Medicaid  would  not  pay  for  the  testing  of 
people  who  were  not  actually  their  patients,  we  turned  to  family  and  friends  for  the  money. 
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In  about  a  week  and  a  half  we  had  raised  the  money  and  sent  it  to  Seattle.  It  then  took  Fred 
Hutch  two  weeks  to  let  us  know  that  we  had  82  potential  donors  (AB  matches).  In  the  first 
half  of  August  we  were  told  to  send  money  to  start  testing  the  donors  for  DR  typing.  The 
tests  were  to  be  $250  per  test.  We  were  asked  to  send  $1,250  to  Fred  Hutch  for  at  least  5  DR 
typings.  We,  again,  had  to  raise  more  money  -  it  took  three  weeks  this  time.  By  the  time  we 
had  gathered  the  $1,250,  Fred  Hutch  informed  us  that  the  costs  had  gone  up  to  $280  per  test 
We  then  lacked  $200,  which  we  got  from  a  church  in  our  town  and  sent  for  the  tests. 

None  of  the  tests  were  matches  and  we  were  asked  to  send  more  money  for  5  more 
tests.  However,  this  time  the  tests  were  $340  per  test!  Not  having  the  money  for  any  more 
tests,  I  asked  Fred  Hutch  if  there  were  anything  else  I  could  do.  It  was  at  this  time,  when  they 
found  out  we  really  were  broke  financially,  that  they  told  me  John  had  12  AB  matches  on  the 
Heart  of  America  Registry  (HAR)  and  that  they  were  willing  to  bill  us  for  the  tests.  These 
tests  were  $125.  per  test.  So,  on  September  16,  1988, 1  ordered  DR  typing  on  the  12  potential 
donors  on  the  HAR. 

On  October  7,  1988, 1  called  Seattle  to  see  if  there  was  any  news  of  the  DR  typing 
and  was  told  John  had  an  ABDR  match.  Fred  Hutch  was  to  go  ahead  with  the  MLC  typing  and 
let  us  know  of  the  results.  Finally,  on  November  11,  1988,  after  a  month  had  passed,  I  called 
Fred  Hutch  and  was  told  the  ABDR  match  was  a  mistake.  We  were  charged  fm  the  MLC 
typing.  Since  we  were  still  in  the  same  financial  situation  as  before,  I  asked  Lori  Hubbard  of 
Fred  Hutch,  what  we  should  do  now.  She  told  me  John  needed  to  get  on  the  Anthony  Nolan 
Registry  in  London,  England  because  their  fees  were  considerably  less,  $150.  per  test.  To 
access  the  Anthony  Nolan  Registry  we  needed  to  send  $500  to  Seattle  as  soon  as  possible.  John 
borrowed  $500  from  his  mother  and  on  November  28,  1988, 1  sent  it  to  Fred  Hutch. 

Meanwhile,  on  September  1,  1988,  Arkansas  Medicaid  approved  a  plan  to  cover 
various  transplants;  including  non-experimental  bone  marrow  transplants.  About  the  same 
time,  I  had  written  a  letter  to  Arkansas  Governor  Bill  Clinton  about  our  need  for  the 
transplant.  He  had  his  office  contact  me  about  the  new  Medicaid  policy  and  had  Roy  Jeffus, 
the  Arkansas  transplant  co-ordinator,  contact  me  about  our  situation.  I  soon  was  able  to  have 
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Dr.  Hutchins  apply  for  die  ^^noval  bom  Medicaid  for  the  medical  necessity  to  have  the 
tranq)lant  to  save  Jdin's  life.  Jdm  was  som  ^proved  for  Medicaid  to  pay  for  the  tran^lant 
Arkansas  Medicaid  was  willing  to  pay  80%  iqp  to  a  ceiling  of  $150,000.  Everything  seemed  to 
be  on  go;  except  we  found  out  that  nam  of  the  tests  firom  the  Heart  of  America  matched. 

A  couple  of  days  before  Christmas,  1988,  we  found  that  John  had  52  possible 
donors  oa  the  Anthony  Nolan  Registry.  However,  again,  we  did  not  have  the  mraey  for 
testing  any  of  the  dmiofs.  ScMnecxie  sent  me  an  article  about  Joanne  Raym(md  and  hex  effcats 
in  the  Caitlin  Raymond  International  Bone  Marrow  Registry  in  Massachusetts.  Being 
desperate,  I  called  Mrs.  Raymond  and  was  bonified  when  I  found  out  that  she  akeady  knew 
about  my  husband  and  how  many  potential  donors  he  had  from  the  National  Bone  Marrow 
Registry.  She  informed  me  that  the  information  about  potential  donors  was  free  for  the 
asking.  It  is  only  afto-  you  start  testing  that  you  are  charged  a  fee.  That  fee  was  $300  not 
$1,500.  The  charges  for  DR  testing  were  $150  per  test,  not  $340.  Why  then  were  we 
charged  $1,500  to  find  out  information  of  which  we  could  have  gotten  for  free?  Why  did 
Fred  Hutchinson  charge  $340  per  test,  having  gone  up  on  their  fee  twice  in  less  than  a  month 
form  $250?  Why? 

By  January,  1989,  we  stoiq)ed  testing  altogether  because  we  had  no  money  for 
more  tests.  By  the  end  of  March,  we  started  more  testing  through  the  Caitlin  Raymond 
Registry,  because  it  had  access  to  testing  at  $150  per  test  on  several  different  registries.  We 
raised  the  mcmey  for  approximately  15  tests.  Soon,  we  were  informed  that  a  DR  match  had 
been  found.  Ifowever,  this  match  was  found  on  the  NBMR  because  someone  else  had  DR 
typing  done  on  a  donor  and  did  not  match.  On  April  3,  1989,  John  sent  blood  to  Fred  Hutch 
for  MLC  testing.  I  was  told  by  Hutch  that  it  would  take  5-6  weeks  for  the  results 
because  there  was  only  one  lab  in  the  United  Stales  that  did  this  type  of  testing.  I  later  found 
out  that  was  not  true. 

On  May  10,  1989 1  called  Fred  Hutch  to  see  if  they  had  any  results  of  the  MLC.  I 
was  told  at  that  time  that,  yes,  we  did  have  a  match.  But,  the  bad  news  was,  that,  after 
verbally  accepting  Arkansas  Medicaid  in  the  fall  of  1988,  that  Fred  Hutchinson  Cancer 
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Research  Center  would  not  accept  Arkansas  Medicaid.  However,  the  good  news  was  that  they 
would  release  the  donor  information. 

After  seeing  Dr.  Hutchins  the  next  week,  she  told  us  she  received  a  letter  from 
Rred  Hutch  about  us  being  turned  down  for  treatment  because  Arkansas  Nfedicaid  could  not 
offer  enough  money. 

On  May  16,  1989,  1  talked  with  Roy  Jefifus,  the  Arkansas  transplant  coordinatOT, 
and  he,  too,  received  a  letter  form  I^ed  Hutch  stating  that  they  would  not  accept  John  or 
Arkansas  Medicaid.  Feeling  that  the  door  was  closed  at  Fred  Hutch,  Nfr.  Jeffus  decided  to  try 
and  work  with  the  University  of  Minnesota.  We  were  eventually  turned  down  by  them. 

On  May  18, 1989,  we  went  back  to  see  Dr.  Hutchins  and  she  said  a  doctor  from  the 
Ered  Hutch  called  and  was  getting  ready  for  John's  transplant  by  having  a  work-up  done  on 
his  donor.  She  told  him  about  the  letter.  He  did  not  know  anything  about  it.  At  this  point. 
Dr.  Hutchins  felt  possibly  that  John  sill  had  a  chance  at  going  to  Fred  Hutch,  but  for  us  to  not 
stop  looking  for  another  place  that  would  accept  John. 

Meanwhile,  Dr.  Hutchins  felt  Mr.  Jeffiis  and  I  could  do  more  good  than  she  could 
in  finding  a  center  to  accept  Arkansas  Medicaid.  So,  we  started  calling  centers  across  the 
United  States.  I  called  UCLA  Med  Center  on  May  22,  1989,  and  talked  to  Dr.  James 
(Hiaewski  about  possibly  accepting  John  into  their  transplant  program.  He  wanted  to  know 
why  Fred  Hutch  turned  us  down.  So,  he  called  Fred  Hutch  and  they  told  him  they  were  stiU  in 
negotiation  with  Arkansas  Medicaid.  That  same  day,  I  talked  to  Mr.  Jeffus  and  he  said  he  had 
not  heard  from  Fred  Hutch  since  he  had  received  their  refusal  letter  the  first  week  in  May. 
Just  with  whom  were  they  in  negotiati(»is? 

Now,  Dr.  Ghaewaski  called  me  back  on  May  23,  1989,  and  said  they  (UCLA) 
would  not  be  able  to  consider  Jdm  as  a  patient  until  Fred  H'-i^rh  releases  him  as  a  patient  He 
also  told  me  no  other  center  would  take  John  until  things  were  settled  with  Fred  Hutch  and 
they  released  him  OT  his  dcmor  infonnationi.  « 

In  desperation  of  what  to  do  next,  I  called  Joanne  Raymond  of  the  Caitlin 
Raymond  International  Registry  in  Worcester,  Massachusetts.  Mrs.  Raymond,  at  that  time. 
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gave  me  the  name  of  a  wonderful  woman  in  Louisiana,  who  was  concerned  about  people  in 
our  situation.  On  May  25,  1989, 1  called  Joan  Keller  of  the  American  Bone  Marrow  Registry 
in  Mandeville,  Louisiana.  Wfrs.  Keller  then  informed  me  that  since  the  donor  came  form  the 
National  Registry  that  we  may  have  a  problem  getting  the  donor  released  to  a  Hospital  in 
Louisiana. 

Not  beliving  everything  I  hear  at  this  point,  I  called  the  National  Registry  to  be 
sure  of  this  information.  On  May  30,  1989,  I  talked  to  Lori  of  the  National  Registry.  She 
told  me  neither  LSU  nor  Charity  in  New  Orleans  were  approved  to  receive  marrow  from  one 
of  their  donors.  The  reason  she  gave  was  that  the  board  of  the  NBMR  set  up  certain  criteria 
that  they  had  not  met.  That  criteria  was  that  the  non-related  donor  program  must  have  been 
in  effect  for  2  years  and  the  tran^lant  center  must  do  at  least  25  transplants  a  year.  Now,  it 
does  not  take  being  a  Phi  Beta  K^a  to  know  something  is  wrong  because  the  non-related 
transplants  have  oaly  been  6me  fot  only  a  year  and  a  half  as  of  May  1989. 

Now,  armed  with  this  new  positive  information,  John  and  I  saw  Dr.  Hutchins  again 
and  she  still  felt  we  possibly,  still  bad  a  chance  with  Fred  Hutch  accepting  Aricansas  Medicaid. 
I  continued  to  talk  almost  daily  with  Mr.  Jeffus  who  was  now  in  negotiations  with  Fred  Hutch, 
after  they  found  out  we  were  trying  to  get  into  another  institution.  After  much  talk  with  Fred 
Hutch,  they  finally  reached  a  figure  they  would  accept  from  Arkansas  Medicaid  -  $400,000  as 
the  ceiling  limit  Needless  to  say,  Arkansas  could  not  go  that  high  and  Fred  Hutch  shut  the 
door  on  June  7,  1989. 

Not  being  able  to  have  the  donor  released  to  an  institution  that  cannot  meet  NBMR 
criteria,  but  to  one  that  accepts  Arkansas  Medicaid,  we  are  now  in  the  process  of  starting  the 
donor  search  all  over  again.  We  have  a  donor!  Does  he  know  we  can  not  use  him?  We  have 
spent  thousands  of  dollars  and  eleven  months  of  our  time.  Only  thing,  this  time  we  will  not 
go  through  the  NBMR.  We  are  going  through  the  American  Registry  because  they  will 
release  any  donor  match  to  a  centCT  of  our  choice,  or  as  in  our  case,  a  center  that  will  accept 
Arkansas  Medicaid. 

We  are  presently  working  with  Arkansas  Medicaid  to  be  accepted  at  Charity 


150 


Hospital  in  New  Orleans,  Louisiana.  We  should  get  an  answer  this  week  c(Miceniing  whetho' 
we  will  be  accepted  into  their  transplant  program  ot  not.  The  CMily  problem  is,  we  now  do 
not  have  a  donor  and  have  only  about  2  more  months  on  Arkansas'  experimental  Medicaid 
transplant  program.  They  are  seriously  considering  stoj^ing  the  bone  marrow  transplant 
program  because  of  all  these  potential  expenses  and  problems. 

Had  Fred  Hutch  told  us  months  ago  we  would  not  be  accepted  or  that  the  NBMR 
would  NOT  release  the  donor  to  an  institution  of  our  choice,  then  we  could  possibly  already 
have  saved  John's  life.  We  were  never  told  by  Fred  Hutch,  at  any  time,  if,  for  some  reason 
we  were  not  accepted  into  their  program  that  we  would  not  be  able  to  get  the  douOT 
information  released  to  another  center.  Why  can  not  the  donor  be  harvested  at  an  institution 
of  the  NBMR's  choice  and  allow  us  the  freedom  to  choose  where  we  want  the  transplant  doodl 

I  was  told  by  Fred  Hutch  that  the  harvesting  of  the  donor  would  cost  between 
$10,000  and  $15,000.  They  did  not  tell  me  that  $5,000  of  that  goes  directly  to  the  NBMR  for 
the  release  of  the  donor  after  it  has  been  found.  LSU  has  harve^ed  2  douOTS  for  other  centers 
this  year  at  a  cost  between  $5,000  and  $6,000.  Why  is  it  so  different?  The  NBMR  is 
subsidized  with  federal  funds  to  enlist  donors.  Their  consent  forms  do  NOT  state  anywtere 
that  they  are  limiting  their  marrow  to  only  a  select  group  of  people  at  select  centers.  The 
donors  do  NOT  know  this  information  and  are  NOT  being  told. 

I  asked  Lori  at  the  NBMR  about  this;  she  told  me  that  the  donors  never  ask  such 
questions,  therefore,  that  information  is  not  given  to  them.  Just  what  have  we  gone  back  to? 
CAVEAT  EMPTOR!  The  donors  are  consenting  to  be  donors,  PERIOD!  If  a  donor  is 
willing  to  give  to  an  unknown  patient  in  Seattle,  then  is  he  not  willing  to  give  to  an  unknown 
patient  in  Louisiana? 

If  the  United  Networic  for  Organ  Sharing  was  formed  for  equitable  fairness  among 
organ  recipients,  then  why  is  THIS  being  allowed  for  the  donation  of  bone  marrow?  Is  bone 
marrow  so  different  because  it  is  coming  from  a  living  being? 

How  can  Fred  Hutch  say  the  transplant  could  be  around  $400,000,  thus  putting  in 
jeopardy  the  Arkansas  Medicaid  program  for  bone  marrow  transplants,  when  you  can  fly  to 
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Isreal  and  get  a  tran^lant  for  $36»000.  That  is  eveiytfaing  -  the  dcHKX-  harvesting,  transplant, 
living  expenses,  flights  -  EVERYTHING! 

The  costs  of  bone  marrow  transplants  should  be  comparible  to  other  organ 
transplants.  If  yoa  weigh  the  costs  of  waiting  until  a  patient  goes  into  the  acute  stage  of 
leukemia,  then  the  care  costs  coold  sky  rocket  higher  than  the  cost  of  a  tian^lant.  If  my 
husband,  or  anyone  else  for  that  matter,  can  NOT  get  a  tran^lant,  then  just  what  are  the  costs 
going  to  be?  The  complications  of  leukemia  can  be  kidney  failure,  brain  tumors,  liver 
disease,  etc.  The  costs  of  treating  these  side  effects  can  be  as  much  as  the  tran^lant  itself. 
Plus,  the  patient  usually  does  not  recov^  and  dies.  The  tran^lant  is  the  gamble  that  we  will 
be  able  to  contain  these  costs  and  allow  him  to  bec(xne  a  {xoductive  pasoa  again. 

By  not  allowing  people  to  choose  wh^e  they  want  to  have  the  transplant  done, 
peoples  lives  are  disrupted.  The  costs  are  greater  because  two  living  places  have  to  be 
maintained.  In  some  cases,  families  are  torn  apaxt  at  a  time  when  they  need  to  be  close  to 
home,  family  and  friends.  S<Hnetimes  the  spouse  has  to  stay  behind  and  woik  in  (»der  to  keep 
up  the  insurance  or  has  other  children  in  school.  Some  people  have  to  leave  their  hometowns 
where  they  could  have  had  the  transplant  because  the  NBMR  would  not  release  the  doncx* 
information  to  that  particular  center.  In  fact,  several  people  have  died  because  they  had  to 
start  a  new  donor  search  after  being  denied  this  infonnati(Hi.  Time  to  find  a  donor  ran  out 
fOT  these  people. 

Our  daughter  was  recently  offered  a  job  at  Burger  King.  She  had  to  turn  it  down 
because  is  would  affect  our  household  inccnne  and  John  would  be  knocked  off  Medicaid.  I 
cannot  work  at  this  time,  moit  than  I  do,  for  it  would  affect  his  status  on  Medicaid.  No^iiere 
could  I  get  a  job  that  John  would  be  accepted  on  my  insurance.  I  could  not  make  $150,000  by 
the  time  he  had  the  trani^lant.  Also,  if  John  dies,  could  not  the  benefits  his  children  receive 
possibly  be  more  than  what  the  transplant  costs?  The  government  is  subsidizing  so  much 
money  for  AIDS,  of  which  basically  the  majority  got  it  because  of  their  lifestyle.  John  did  not 
put  himself  in  any  sort  of  positi(Hi  to  contract  leukemia,  yet  our  government  will  allow  him  to 
die  because  there  is  not  enough  mwey  or  enough  regulation  in  the  bone  marrow  tran^lant 
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industiy,  at  this  time,  to  keep  the  costs  within  a  leasonaUe  limit 

Try  waking  up  daily  and  checking  to  see  if  your  spouse,  laying  next  to  you,  is  still 
bieadiing  (h:  not  It  is  not  a  tas]cl  would  wish  up(m  anybody.  This  last  year  and  four  mcmths 
of  my  and  my  l^ilies  life  has  been  a  living  hell.  The  worst  of  it  is  when  I  really  believe  it 
could  have  been  different  if  some  simple  changes  were  made  and  regulated. 

Thank  you  for  inviting  us  to  this  hearing  and  allowing  us  to  air  our  opinions.  We 
sincerely  hope  scxne  good  will  come  from  this,  not  just  for  ourselves,  but  for  other  people 
having  similar  problems  with  this  system  dealing  with  transplants. 

Sincerely, 


Rosemary  C.  Linder 

116  Patterson 

El  Dorado,  AR  71730 

501-862-3%3 

The  above  report  was  delivered  on  June  14,  1989  in  El  Paso,  Texas  at  the  Regional 
Hearings  on  Cancer  in  tiie  Poor  for  the  American  Cancer  Society.  After  returning  from  El 
Paso,  Texas,  John  had  an  ^ypointment  with  Dr.  Laura  Hutchins  in  Little  Rock,  Aricansas,  June 
19,  1989.  She  informed  us  that  Dr.  Deeg  from  Georgetown  University  Hospital  in 
Washington,  D.  C.  called  about  possibly  doing  Jean's  transplant  We  later  found  out  how  Dr. 
Deeg  got  John's  name. 

Joan  Keller  of  the  Louisiana  HLA  Registry  continued  to  keep  Joanne  Raymond 
alHeast  of  our  situation.  Joanne  Raymcmd  contacted  Anita  Nita,  the  transplant  coordinator  fen- 
Georgetown  Hospital  and  explained  our  need  for  a  hospital  with  the  connections  to  the 
National  Bone  Marrow  Registry.  Georgetown,  being  in  the  National  Cancer  Institute 
network,  was  able  to  get  the  donor  information  and  were  willing  to  talk  to  Arkansas' 
Medicaid. 

On  June  21,  1989,  Roy  Jeffus  called  and  said  everything  was  set  and  we  were  to 
call  Dr.  Deeg  and  set  up  a  time  to  go  to  Wadiington  for  John  to  have  a  pre-transplant  workiq). 

Dr.  Deeg  set  it  up  for  us  to  be  in  Washington,  June  28-30,  1989,  for  the  tests. 
John  sqyparently  passed  the  tests  and  we  were  sent  home  to  wait  for  the  transplant  details  to  be 
woiked  out 

During  this  time  the  donor  coordinator  for  the  NBMR  contacts  the  donor  and  fully 
explains  the  procedure.  The  donor,  after  allowing  time  for  careful  consideration,  is  then  put 
through  a  battery  of  physical  tests  he  or  she  must  pass  in  order  to  donate  his  marrow.  After 
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the  results  of  the  tests  are  known,  the  dtmm  coordinator  contacts  the  transplant  coordinator 
with  a  "go,"  "no  go,"  or  "maybe." 

We  are  presently  waiting  for  this  information.  We  are  woridng  getting  our  life  in 
order  to  be  able  to  leave  for  Washington  on  possibly  short  notice.  John  will  be  an  out  patient 
for  about  two  weeks  prior  to  the  procedure.  His  hospital  stay  will  be  approximately  4-6 
weeks.  Upon  his  release  from  the  hospital,  we  will  remain  near  the  hospital  where  John  will 
be  monitored  as  an  out  patient  for  about  8  weeks. 

Hopefully  if  theings  go  well,  we  will  be  home  by  Christmas. 


The  above  post  script  was  written  before  we  actually  went  to  Washington  for  the 
transplant.  John's  transplant  went  very  well  and  showed  no  signs  of  rejection.  However,  do 
to  a  severe  case  of  Graft  vs.  Host  disease,  he  acquired  an  infection  and  died  December  28, 
1989  at  the  age  of  40  leaving  a  wife  and  4  children.that  are  16  and  under. 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES  Public  Health  Service 


National  Institutes  of  Health 
National  Heart,  Lung,  and 
Blood  Institute 
Bethesda,  Maryland  20892 


Fax  (301)  402-0818 


April  27,  1990 


The  Honorable  Edward  M.  Kennedy 
Chairman,  Committee  on  Labor  and 

Human  Resources 
United  States  Senate 
Washington,  D.  C.  20510-6300 

Dear  Mr.  Chairman: 

In  response  to  your  letter  of  April  12,  I  am  pleased  to  send  you  my 
responses  to  Senator  Hatch's  questions. 

Please  let  me  know  if  you  need  additional  information. 

Sincerely  yours, 

Claude  Lenfant,  M.D. 
Director 


Enclosure 
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QUESTIONS  FROM  SENATOR  HATCH 
NATIONAL  MARROW  DONOR  PROGRAM  HEARING 
Held  on  March  21,  1990 


1)     Senator  Hatch.    What  do  you  think  can  be  done  to  lower  the  costs  of 
the  tests  necessary  to  type  the  donor? 

Dr.  Lenfant.    There  is  a  short-term  and  an  intermediate-  or  long- 
term  answer  to  this  question;    In  the  near  future,  the  National  Marrow 
Donor  Program  (NMDP),  under  Institute  supervision,  can  competitively 
award  contracts  to  additional  laboratories  to  perform  human  leukocyte 
antigen  (HLA)  typings  in  large  numbers.    The  NMDP  has  successfully  done 
this  before,  but  unfortunately  the  recent  tremendous  increase  in  marrow 
donor  recruitmetit  has" overwhelmed  the  contracting  facilities  and  forced 
other  ad  hoc  arrangements  to  be  made.    It  is  extremely  important  to 
maintain  typing  quality  and,  in  particular,  to  obtain  typing  of  sufficient 
precision  to  detect  the  important  splits,  or  sub- types,  of  the  HLA-A  and 
-B  antigens. 

Current  typing  techniques  are  labor-intensive,  require  live  white  blood 
cells  (blood  samples  must  be  no  more  than  48-72  hours  old),  and  are  not 
subject  to  automation.    There  can  be  few  economies  of  scale.  Molecular 
or  DNA-based  techniques  can  be  applied  to  HLA  typing.    These  procedures 
do  not  require  fresh  specimens,  can  be  automated,  and  are  more  precise 
1   than  those  currently  in  use.    The  state-of-the-art  is  nearly  ready  to 
apply  DNA  techniques  to  HLA-DR  typing,  which  is  fortunate,  because  live- 
cell  HLA-DR  typing  procedures  are  less  satisfactory  than  are  those  for  A 
and  B  typing.    When  DNA-based  procedures  are  fully  developed,  I  believe  it 
will  be  possible  to  cut  DR  typing  costs  in  half  with  these  new  procedures 
.  and  to  reduce  HLA-A  and  -B  typing  costs  by  30-50  percent.    The  National 
Heart,  Lung,  and  Blood  Institute  (NHLBI)  is  planning  to  stimulate  research 
I    in  these  new  techniques  by  requesting  applications  to  be  funded  in  FY91. 

!   2)     Senator  Hatch.    What  can  be  done  to  increase  the  registered  bone 
itTarrow  donors  that  are  from  minority  groups? 

Dr.  Lenfant.    The  most  important  barrier  to  recruiting  marrow  donors 
is  the  cost  of  HLA  typing.    This  is  particularly  true  of  recruiting 
minority  marrow  donors.    The  Institute  expects  the  NMDP  will  devote  about 
25  percent  of  the  available  federal  funds  to  HLA  typing,  with  special 
emphasis  on  minority  groups.    Considerably  more  money  from  charitable 
donations  and  from  the  program's  fee-for-service  income  will  be  available 
for  HLA  typing  in  general.    Even  with  support  available  for  HLA  typing,  it 
will  be  necessary  to  educate  minority  group  members  to  the  need  for  marrow 
donors  and  get  them  to  the  testing  sites.    I  have  provided  additional 
resources  to  the  NHLBI's  National  Blood  Resource  Education  Program  (NBREP) 
to  develop  educational  materials  for  minority  group  members  and  target 
them  to  those  most  likely  to  respond.    The  NBREP  commissioned  a  study  of 
the  demographics  of  African-American  blood  donors.    Since  blood  donors 
have  been  found  to  be  receptive  to  a  request  to  be  marrow  donors,  the 
the  results  of  this  study  will  help  target  appropriate  the  appropriate 
subgroups  within  minorities  to  obtain  the  most  efficient  response. 
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3)  Senator  Hatch.  What  are  the  barriers  to  better  coordination  between 
the  federally  supported  registry  and  the  private  registries? 

Dr.  Lenfant.    There  is  a  certain  intransigence  on  both  sides,  but  we 
are  working  toward  better  coordination.    Indeed,  there  is  agreement  on 
several  principles,  and  I  will  be  building  on  that  consensus  to  bring 
about  better  cooperation.    1)  All  agree  that  it  is  important  to  avoid 
delays  in  finding  matching  donors  for  potential  transplant  recipients.  The 
major  barrier  to  sharing  all  initial  searches  seems  to  be  providing 
appropriate  resources  to  the  American  Registry  (AR)  to  support  the 
additional  workload.    2)  Both  groups  accept  the  need  for  performance 

.  standards,  but  at  issue  is  how  these  standards  are  established  and  by 
whom.    The  Navy  contract  mandated  that  the  NMDP  Board  of  Directors  perform 
this  function."'  The  Institute  has  been  progressively  more  involved  in  the 
establishment  of  standards  and  their  review  and  implementation.    This  will 
continue.    3)  Both  groups  agree  that  patient  access  to  the  system  should 
be  equitable.    The  principal  barriers  to  access  seem  to  be  educational, 
geographic,  and  financial.  In  addition,  the  donors  in  the  registry(ies) 
must  be  racially  and  ethnically  diverse.    NMDP  efforts  are  continuing  to 
ensure  that  all  specialists  in  hematology  or  oncology  know  how  to  access 
the  system  for  their  patients.    The  NMDP  is  accessed  only  through 
participating  marrow  transplant  units,  which  are  selected  after  their 
application  is  reviewed  for  compliance  with  standards.    The  NHLBI  has 
suggested  that  preliminary  searches  be  permitted  (directly)  from  any 
hematologist  or  oncologist;  formal  searches  would  still  need  to  go 
through  participating  donor  marrow  transplant  centers.    This  matter  is 
currently  under  discussion.    There  are  qualifying  transplant  centers  in 
many  states  and  in  all  sections  of  the  country.    Transplant  centers  vary 
in  their  initial  payment  requests,  which  the  AR  perceives  as  a  barrier. 

•>  With  our  present  system  of  financing  medical  care,  it  is  hard  to  see  how 
this  could  be  controlled. 

4)  Senator  Hatch.    What  is  the  most  efficient  way  to  identify  donors 
and  get  them  into  the  registry? 

Dr.  Lenfant,    The  most  efficient  procedure  for  getting  donors  into 
the  registry  is  exemplified  by  the  NMDP  whole  blood  donor  recruitment 
program.    The  procedure  is  not  labor  intensive  and  recruits  marrow  donors 
from  groups  of  individuals  already  committed  to  altruistic  blood  donation. 
Pioneered  at  the  Puget  Sound  Blood  Center  with  support  from  the  NHLBI,  it 
has  been  established  with  an  NMDP  subsidy  at  five  additional  blood 
centers.    The  total  cost  per  HLA-A  and  -B  typed  donor  is  about  $60  versus 
$75  in  most  patient-focused  mass  recruitment  drives.    The  whole  blood 
donor  recruitment  program  could  be  rapidly  expanded  and  the  Institute  will 
encourage  the  NMDP  to  do  so.    I  hasten  to  add,  however,  that  large, 
patient-focused  recruitment  drives  are  continuing  to  add  many  donors  to 
the  file.    At  present,  more  than  half  of  the  donors  in  the  registry  have 
come  from  such  mass  recruitment  drives,  supported  heavily  by  the  media. 
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5)  Senator  Hatch.    What  can  be  done  by  groups  such  as  LifeSavers  to 
increase  the  number  of  organ  donors? 

Dr.  Lenfant.    This  question  has  never  been  explored,  to  my  knowledge. 
In  general,  recruiters  of  altruistic  donations  have  been  opposed  to 
approaching  "their  donors"  for  other  gifts.    Blood  bankers  did  not  want  to 
approach  blood  donors  to  be  marrow  donors,  lest  they  stop  donating  blood. 
This  fear  has  been  proven  false.    Blood  bankers  opposed  sending  blood 
donors  fund-raising  solicitations  for  the  same  reason.    Again,  the  fear 
was  unfounded.    I  will  consider  asking  such  groups  to  include  organ 
donation  literature  in  their  mailings  aimed  at  maintaining  the  interest 
and  availability  of  potential  marrow  donors. 

6)  Senator  Halch.    If  a  match  is  not  made  after  contacting  the  NMDP, 
what  is  the  responsibility  of  the  NMDP  to  help  the  recipient  find  other 
registries? 

Dr.  Lenfant.    Since  the  NMDP  does  not  deal  directly  with  potential 
transplant  recipients,  but  only  through  transplant  centers,  it  has  been 
difficult  for  them  to  fulfill  such  a  responsibility.    Nevertheless,  for 
some  time,  the  transplant  centers  have  had  the  option  of  indicating  on  the 
search  request  form  that  they  wish  the  search  to  be  sent  immediately  to 
foreign  registries  such  as  the  Anthony  Nolan  in  London  and  the  French 
Registry.    Some  transplant  centers  have  been  accessing  these  other 
registries  directly.    I  have  directed  the  NMDP  to  provide  information 
about  the  AR  whenever  a  patient  calls.    The  NMDP  Access  Directory  (copy 
enclosed)  carries  such  information,  but  this  is  provided  to  the  patient  at 
the  discretion  of  the  transplant  center.    The  Institute  is  working  to  find 
a  way  that  all  searches  directed  to  one  registry  can  be  promptly  referred 
to  the  other.    The  Institute  will  also  try  to  persuade  transplant  centers 
to  provide  information  to  potential  transplant  patients  about  both 
registries.    It  should  also  be  pointed  out  that  each  unsuccessful  search 
is  automatically  repeated  by  the  NMDP  each  month  after  the  file  is  updated 
and  the  results  forwarded  immediately  to  the  referring  transplant  center. 
This  continues  until  the  transplant  center  cancels  the  search. 

7)  Senator  Hatch.    The  OTA  report  notes  that  the  Board  of  Directors  of 
NMDP  sets  policy  guidelines  and  general  directives  for  operation.  What 

is  the  role  of  the  National  Institutes  of  Health  (NIH)  in  oversight  of  the 
management  of  the  NMDP? 

Dr.  Lenfant.    The  original  Navy  contract  to  the  American  Red  Cross 
for  establishing  and  running  the  NMDP  gave  the  Board  the  responsibility 
for  establishing  standards,  policies,  and  procedures.    Since  the  NHLBI 
took  over  this  contract  in  February,  1989,  we  have  been  playing  an 
increasing  role  in  oversight.    The  NHLBI  project  officer  attends  nearly 
all  of  the  meetings  of  the  Board,  the  Executive  Committee,  and  other  NMDP 
committees.    The  Institute  played  a  role  in  modifying  transplant  center 
standards  so  that  they  were  more  equitable  without  sacrificing  quality. 
We  encouraged  the  incorporation  of  a  "patient  rights"  clause  in  the 
standards  and  are  now  urging  better  control  of  compliance  among 
transplant,  collection,  and  donor  centers.    Believing  that  it  was  based  on 

3 


28-872  -  90  -  6 


158 


inadequate  and  incomplete  data,  the  Institute  recently  requested  that  the 
modification  of  the  donor  age  standard  not  be  implemented  until  more 
information  is  available  to  indicate  that  the  change  would  not  adversely 
affect  donor  safety.    The  Institute  expects  to  establish  a  Policy 
Committee  to  advise  the  NHLBI  about  the  program.    This  committee  will 
provide  an  independent  review  of  policies  and  standards,  while  eschewing 
interference  with  day  to  day  operations. 

8)  Senator  Hatch.    The  February,  1990  staff  report  by  the  Office  of 
Technology  Assessment  (OTA)  states  that  there  is  a  particular  need  to 
recriint  enough  ethnic  minorities  to  ensure  matches  for  minority 
populations.    What,  if  any,  steps  are  being  taken  to  increase  the  number 
of  minority  donors? 

Dr.  Lenfant.    The  most  important  barrier  to  recruiting  marrow  donors 
is  the  cost  of  HLA  typing.    This  is  particularly  true  of  recruiting 
minority  marrow  donors.    The  Institute  expects  the  NMDP  will  devote  about 
25  percent  of  the  available  Federal  funds  to  HLA  typing,  with  special 
emphasis  on  minority  groups.    Considerably  more  money  from  charitable 
donations  and  from  the  program's  fee-for-service  income  will  be  available 
for  HLA  typing  in  general.    Even  with  support  available  for  HLA  typing,  it 
will  be  necessary  to  educate  minority  group  members  to  the  need  for  marrow 
donors  and  get  them  to  the  testing  sites.    I  have  provided  additional 
resources  to  the  NHLBI' s  NBREP  to  develop  educational  materials  for 
minority  group  members  and  target  them  to  those  most  likely  to  respond. 
The  NBREP  commissioned  a  study  of  the  demographics  of  African-American 
blood  donors.    Since  blood  donors  have  been  found  to  be  receptive  to  a 
request  to  be  marrow  donors,  the  results  of  this  study  will  help  target 
appropriate  the  appropriate  subgroups  within  minorities  to  obtain  the  most 
efficient  response. 

9)  Senator  Hatch.    What,  if  any,  efforts  are  being  undertaken  to 
increase  the  number  of  approved  transplant  centers? 

Dr.  Lenfant.    Of  the  many  physical,  educational,  and  performance 
standards  applied  to  transplant  centers,  none  was  more  controversial  than 
the  requirement  that  a  unit  perform  at  least  25  allogeneic  transplants  a 
year  for  two  years.    Considerable  and  continuing  experience  is  necessary 
for  a  unit  to  manage  graft-versus-host  (GvH)  disease  well.    GvH,  a  problem 
with  allogeneic  transplants  from  related  donors,  is  a  very  severe  problem 
when  the  allogeneic  donor  is  unrelated.    However,  it  was  found  that 
relatively  few  transplant  centers  in  the  U.S.  could  meet  the  number 
standard  and  that  no  pediatric  centers  were  that  large.    During  an 
Institute-encouraged  review,  it  was  recognized  that  the  issue  was 
competence  and  experience  in  managing  GvH  disease,  as  well  as  the  rest  of 
the  transplant  process.    New  data  indicated  that  experience  with  10 
allogeneic  transplants  each  year  for  two  years  and  a  total  experience  of 
30  allogeneic  transplants  would  be  sufficient  to  demonstrate  competence 
and  commitment  to  allogeneic  transplants.    Patient  results  would  likely  be 
satisfactory  and  an  altruistic  marrow  donation  would  not  be  in  vain. 
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Currently,  I  believe  any  center  with  a  commitment  to  allogeneic 
transplants  could  qualify.    Many  more  are  now  participating,  and  new  ones 
are  being  added  nearly  every  month. 

10)  Senator  Hatch.    Under  current  practice,  the  NMDP  approves  the 
transplant  centers  that  they  will  allow  to  search  their  registry  and 
perform  transplants  from  NMDP  donors.    Wouldn't  it  be  more  appropriate 
for  NIH  rather  than  the  NMDP  to  handle  the  approval  process,  at  least 
where  federal  dollars  are  involved? 

Dr.  Lenfant.    The  original  Navy  contract  to  the  American  Red  Cross 
for  establishing  and  running  the  NMDP  gave  the  Board  the  responsibility 
for  establishing  standards,  policies,  and  procedures.    Whereas  it  is 
appropriate  foT*  the  NHLBI  to  exercise  oversight  of  this,  as  well  as  all 
other  parts  of  the  program,  it  would  be  difficult  for  the  Institute  to 
perform  inspection  and  accreditation  functions.    1  believe  it  to  be  better 
for  the  program  to  continue  to  function  in  the  same  general  way  it  has  in 
the  past,  but  with  increased  oversight  from  the  Institute  and  from  the 
Policy  Committee  that  I  will  soon  appoint.    One  should  not  forget  the  very 
substantial  accomplishments  of  the  NMDP  since  its  inception  in  July,  1986. 
The  standards,  policies,  and  procedures  have  been  modified  since  the 
Institute  became  responsible  for  the  program  in  February,  1989. 

11)  Senator  Hatch.    The  OTA  report  states  that  transplant  center 
policies  on  searching  the  NMDP  donor  registry  vary  considerably.  Should 
NIH  institute  uniform  procedures  or  guidelines  in  this  regard?    Or  should 
the  NIH  persuade  the  private  registries  into  standardizing  their 
procedures? 

Dr.  Lenfant.     With  the  present  U.S.  medical  care  system,  the  NHLBI 
has  little  managerial  control  over  the  fiscal  and  matching  policies  of 
individual  transplant  centers.    For  practical  purposes,  no  NHLBI  contract 
money  goes  to  their  support.    We  are  told  that  few  insurance  companies 
cover  the  search  process  itself,  which  can  be  open-ended  and  cost 
thousands  of  dollars  in  DR  typing  costs.    Transplant  centers  take  various 
measures  to  protect  themselves  against  bad  debts  incurred  during  the 
search.    Providing  insurance  against  loss  would  be  one  way  to  enforce 
standard  policies,  but  the  NHLBI  is  not  in  a  position  to  do  this. 
Persuading  both  transplant  centers  and  the  private  registries  is  possible 
and  stands  a  good  chance  of  helping.    We  will  try  this  approach.    We  will 
also  encourage  the  NMDP  to  work  with  insurance  companies  to  cover  the 
search  portion  of  the  marrow  transplant  procedure  more  satisfactorily. 

12)  Senator  Hatch.    The  OTA  report  also  states  the  NMDP  transplant 
centers  set  their  own  criteria  for  the  degree  of  HLA  match  they  require 
for  a  transplant.    Do  you  favor  standardization  of  these  criteria  either 
by  the  NIH  or  the  NMDP? 

Dr.  Lenfant.    l,he  data  supporting  a  requirement  for  a  six  antigen 
match  rather  than  a  five  antigen  match  and  one  minor  mismatch  are  very 
limited.    There  are  few  contemporarily  controlled  trials  supporting 
various  procedures  for  avoiding  GvH  disease.    It  would  be  difficult  to 
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standardize  procedures  or  criteria  without  a  firm  scientific  basis.  The 
Institute  will  insist  that  changes  in  the  standards,  policies,  and 
procedures  be  supported  by  reasonable  scientific  data.    We  will  encourage 
controlled  trials  to  develop  data  on  which  good  decisions  can  be  based. 
The  NHLBI  is  beginning  this  process  by  stimulating  research  on  primitive 
stem  cells,  which  are  responsible  for  engraftment,  and  on  HLA  typing, 
including  the  degree  of  match  necessary  for  best  results.    Science  will 
provide  its  own  standardization. 

13)  Senator  Hatch.    We  have  learned  that  the  NMDP  will  not  allow  a 
transplant,  using  a  donor  they  identify,  to  take  place  at  any  but  an 
NMDP-approved  center.    Thus,  there  have  been  cases  where  patients  who 
have  found  a  match  acceptable  to  an  unapproved  center  have  been  unable  to 
secure  marrow."*  Isn't~this  an  unnecessary  bureaucratic  hurdle  to  a 
patient  whose  life  may  be  in  danger? 

Dr.  Lenfant.     Criteria  for  transplant  centers  to  participate  in  the 
NMDP  were  developed  to  protect  patients  and  donors.    Patients,  and  often 
their  physicians,  have  little  or  no  means  of  determining  the  competency  of 
a  transplant  center.    There  are  three  degrees  of  difficulty  in  marrow 
transplantation,  governed  largely  by  the  frequency  and  severity  of  GvH 
disease.    Autologous  marrow  transplantation,  while  not  simple,  is  the 
least  taxing.    Most  new  centers  start  out  this  way.  Allogeneic 
transplants  with  related  donors  are  next;  GvH  is  a  serious  complication 
with  considerable  morbidity  and  mortality.    It  is  worse  when  the  related 
donor  is  not  an  exact  match.    With  allogeneic  transplants  from  unrelated 
donors,  GvH  is  more  frequent  and  more  severe.    Managing  it  taxes  even  the 
most  experienced  unit.    The  current  criteria  for  transplants  centers  are 
such  that  any  transplant  center  with  appropriate  resources  and  competence 
in  regard  to  allogeneic  marrow  transplantation  can  qualify. 

Making  a  marrow  donation  is  not  an  innocuous  procedure  for  a  donor. 
General  or  spinal  anesthesia  is  required  and  most  donors  spend  1-3  days 
in  the  hospital.    They  must  predeposit  several  pints  of  blood  for 
a'utologous  use  during  or  after  the  procedure.    For  them  to  make  a 
donation  for  a  hopeless  patient  in  extremis  who  has  no  chance  of 
survival,  for  a  mismatch  great  enough  to  ensure  severe  GvH  and  limit 
survival,  or  for  a  transplant  in  an  inexperienced  transplant  unit,  would 
be  inappropriate.    The  unwritten  pact  between  the  donor  and  the  NMDP  is 
that  his  donation  will  be  used  wisely.    Hence,  the  requirement  that  a 
transplant  center  be  qualified  is  not  "an  unnecessary  bureaucratic 
hurdle,"  but  rather  an  important  protection  for  both  patient  and  donor. 

14)  Senator  Hatch.    The  same  criticism  could  be  made  of  a  situation  in 
which  it  is  not  feasible  for  a  patient  and/or  family  to  travel  to  an 
NMDP-approved  transplant  center  for  a  transplant.    We  heard  about  a  case 
in  Texas  in  which  a  six-antigen  match  had  been  found  in  the  database  of  an 
NMDP-approved  transplant  center  for  a  child  with  aplastic  anemia.  The 
family  preferred  to  have  the  child  treated  at  a  university   medical  center 
in  Texas  rather  than  at  an  NMDP-approved  center  that  was  inconvenient  to 
them.    Yet  they  learned  that  the  NMDP  center  that  has  the  match  will  not 
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contact  the  potential  donor  for  DR  typing  until  the  child  is  enrolled  in 
an  NMDP  approved  transplant  center.    Can't  something  be  done  to  facilitate 
treatment  at  a  more  convenient  site  in  cases  like  this  one? 

Dr.  Lenfant.    I  also  have  heard  this  story,  but  find  it  very 
difficult  to  correnent  without  more  specifics.    There  is  an  NMDP-approved 
transplant  center  in  San  Antonio,  Texas.    At  present  there  are  no  others 
in  that  state.    However,  to  my  knowledge  no  Texas  transplant  unit  has 
made  application  and  not  been  approved  since  the  NMDP  became  the 
responsibility  of  the  NHLBI.    I  don't  believe  it  appropriate  to  ask  a 
donor  to  make  a  marrow  donation  unless  the  competency  of  the  transplant 
center  is  known  to  be  adequate.    Furthermore,  patients  often  assume,  to 
their  later  regret,  that  any  medical  facility  that  is  allowed  to  operate 
IS  competent  tO* perform  all  of  the  procedures  they  do.    In  the  future,  the 
Institute  will  investigate  the  specific  details  of  any  similar  cases  and 
assist  in  obtaining  the  necessary  treatment  without  compromising  the 
safety  of  the  donor  or  the  patient. 

15)  Senator  Hatch.  Some  say  that  it  would  be  beneficial  to  potential 
transplant  recipients  if  NIH  combined  all  the  separate  donor  registries 
into  a  consolidated,  single  registry.    Please  comment. 

Dr.  Lenfant.    The  chances  of  finding  a  matched  marrow  donor  increase 
with  the  number  of  individuals  in  the  files  searched.    One  strategy  for 
finding  a  donor  is  to  search  multiple  registries  sequentially,  approaching 
the  largest,  handiest,  or  most  efficient  first.    This  takes  time  and  runs 
the  risk  of  missing  a  registry.    A  better  strategy  would  be  to  search  all 
available  registries  immediately,  providing  an  early  idea  of  the 
likelihood  of  finding  a  match.    Although  this  could  be  done  by  registries 
sharing  searches  with  each  other,  it  would  be  more  efficient  and  effective 
to  have  all  American  donors  in  a  single  computer  file,  easily  searched 
with  one  request.    With  rare  exceptions,  a  bone  marrow  transplant  is  in  no 
way  a  medical  emergency.    Nevertheless,  it  is  important  to  shorten  the 
time  from  beginning  a  search  for  a  donor  to  receiving  the  transplant,  now 
an  average  of  4-5  months. 

The  NHLBI  believes  that  the  American  public  would  be  better  served  by  a 
single  registry  following  one  set  of  policies  and  procedures.  While 
working  toward  that  goal,  the  Institute  will  encourage  better  cooperation 
between  current  registries,  such  as  by  sharing  searches  from  the 
beginning. 

16)  Senator  Hatch.    At  present,  each  NMDP  transplant  center  is  free  to 
decide  how  much  it  will  charge  for  its  services.    The  OTA  report  found 
that  charges  varied  widely  throughout  the  31-center  NMDP  network.  Please 
comment  on  the  advisability  of  the  NIH's  developing  guidelines  for 
standardized  charges  for  the  same  services  to  the  extent  feasible,  given 
regional  cost  differentials. 

Dr.  Lenfant.    Transplant  centers  probably  all  have  similar  total 
costs,  but  how  they  recover  them  within  the  current  US  medical  care 
system  is  subject  to  local  option.    Until  and  unless  there  is  a  change  in 
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jthe  *«y  wedical  care  is  financed  in  America,  local  options  on  charges  will 
iprevail.    With  the  exception  of  a  few  research  grants,  the  NHLBI  does  not 
support  transplant  centers,  either  through  the  NMDP    contract  or  through 
other  mechanism.    Furthermore,  the  NIH  and  the  Institute  have  no 
regulatory  responsibilities  or  powers,  nor  should  they  have  any.  Hence, 
there  is  relatively  little  that  we  can  do  to  control  transplant  center 
behavior. 

Nevertheless,  there  are  a  few  things  that  can  be  done,  either  by  the 
Institute  or  by  the  NMDP  contractor.    Transplant  centers  can  be 
1  encouraged  to  identify  on  their  bills  the  NMDP  charges;  regional  blood 

centers  often  ask  the  hospitals  they  serve  to  do  this.    The  Institute  can 
'  work  with  the  NMDP  to  persuade  transplant  centers  to  be  more  uniform,  or 
j  at  least  more  open.    The  NMDP,  with  the  help  of  the  NHLBI  where  needed, 
j  can  work  with  insurance  companies  to  cover  much  of  the  cost  of  the  donor 
1  search.    This  search  cost  and  its  unpredictability  are  the  principal  early 
I  financial  barriers  to  a  patient  entering  the  system. 

j  17)     Senator  Hatch.    Has  the  NIH  met,  or  will  it  in  the  future  meet  with 
'  private  insurance  companies  to  encourage  them  to  consider  broader 
coverage  of  both  transplants  and  searches  for  donors?    If  not,  why  not? 

Dr.  Lenfant.     The  Institute  has  not  met  with  insurance  companies  on 
this  issue,  but  we  are  aware  that  the  NMDP  has  been  very  active  in  that 
area.    Direct  delivery  of  patient  care  and  its  financing  have  not  been 
part  of  the  NHLBI 's  mandate.    Nevertheless,  we  stand  ready  to  assist  the 
NfOP  with  the  considerable  prestige  of  the  Institute  in  working  with 
insurance  companies,  should  it  be  necessary.    We  are  aware  that  this  issue 
bears  greatly  on  the  availability  of  this  form  of  therapy  for  blood 
diseases. 

18)    Senator  Hatch.    We  have  heard  that  donor  centers  have  inadequate 
resources  to  cover  the  cost  of  blood  typing.    Please  comment  on  the 
feasibility  of  making  federal  funds  available  for  this  purpose.    How  much 
would  it  cost  and  would  the  cost  be  justified  by  potential  benefits? 

Dr.  Lenfant.    The  major  barrier  for  recruiting  marrow  donors  is 
!  funding  for  HLA  typing.    This  barrier  not  only  inhibits  donor 
recruitment,  but  it  also  leads  to  HLA-A  and  -B  typing  only,  because 
padding  -DR  typing  doubles  the  cost.    Recalling  donors  for  DR  typing  is 
the  major  factor  in  the  four  to  five  months  delay  between  starting  the 
search  and  performing  the  transplant.    In  order  to  minimize  delays,  it  is 
important  to  perform  DR  typing  with  the  initial  donor  sample  whenever 
[possible.    With  a  completely  HLA-A, -B  and  DR  typed  registry,  the  time 
1  frame  search  request  to  transplant  could  possibly  be  reduced  to  a  more 
'acceptable  1-1  1/2  months. 

The  current  NMDP  goal  is  for  250,000  ethnically  diverse  donors  to  be 
listed  in  the  registry.    This  goal  must  be  regarded  as  preliminary,  to  be 
modified  as  wore  information  becomes  available  about  the  frequency  of 
various  HLA  combinations  in  the  American  public.    To  go  from  the  present 
level  of  100,000  to  250,000  donors  will  cost  $11.25  million  for  HLA-A  and 
-8  typing  alone.    That  figure  doubles  if  all  new  donors  are  also  typed  for 
DR.    To  DR  type  all  donors  in  the  file  who  are  now  only  A  and  B  typed 
.would  take  an  additional  $8.9  million.    Hence,  to  attain  a  registry  of 
.250,000  donors,  all  typed  for  HLA-A,  -B,  and  -DR  would  require  more  than 
$31  mi  1 1  ion. 
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QUESTIOHS  FROH  SENATOR  HATCH  FOR  THE  BONE  HARROW  HEARING 


1.  What  do  you  think  ^an  be  done  to  lover  the  costs  of  the  tests  necessary  to 
type  the  donor? 

As  you  are  probably  avare,  HLA  A,B  typing  costs  range  from  $200.00  to 
$350.00  when  performed  in  a  hospital,  medical  school,  or  research  laboratory, 
^e  national  laboratories  ^ich  have  performed  this  typing  for  the  marrov  donor 
registry  effort  have  maintained  the  cost  betveen  $50.00  and  $55.00  for  several 
years  nov.  I  seriously  doubt  that  this  cost  can  be  lovered  considerably  unless 
the  typing  technique,  itself,  can  be  altered. 

A  surcharge  per  test  is  added  by  those  organizations  actively  involved  in 
donor  recruitment  and  the  amount  of  the  surcharge  can  markedly  affect  the  cost 
of  testing.  The  American  Bone  Narrow  Donor  Registry  charges  a  total  fee  of 
$60.00  per  test,  while  others, e.g.,  Lifesavers,  charge  a  total  fee  of  $75.00 
per  test.  The  surcharge  of  $10.00  added  by  The  American  Registry  is  used  for 
costs  associated  with  administration,  equipment  maintenance,  donor  record  entry, 
etc.  and  could  not  be  lowered.  The  $15.00  difference  in  surcharge  allows  The 
American  Registry  to  recruit  5  donors  to  every  4  recruited  by  those  ^o  charge 
the  $75.00  fee. 

2.  What  can  be  done  to  increase  the  registered  bone  marrow  donors  that  are 
from  minority  groups? 

A.  Enlisting  the  aid  of  respected  leaders  (religious,  medical,  media)  from 
minority  groups  to  help  with  education  about  the  need  for  and  procedure  invovled 
in  becoming  a  marrow  donor. 

B.  Subsidizing  the  cost  of  testing  among  minority  populations,  until  at 
least  enough  donors  are  registered  to  give  the  minority  patient  a  chance  to  find 
a  donor. 

i  the  barriers  to  better  coordination  between  the  federally  supported 
regis t r^'^^ '^d  private  registries. 

A.  Communication,  understanding  and  acceptance.... 

Open  communication  and  acceptance  of  the  fact  that  a  private  registry 
can  function  efficiently  and  cost  effectively  to  the  benefit  of  all  patients, 
not  in  competition  with,  but  as  an  adjunct  to  the  service  provided  by  the  NMDP 
has  been  lacking. 

B.  A  more  concrete  answer  would  be  that  the  Board  of  Directors  of  the  NMDP 
has  been  the  main  obstacle  to  better  coordination.  Coordination  and  cooperation, 
where  it  matters  most,  at  the  transplant  center  level,  has  not  been  a  major 
problem.  The  American  Registry  works  dally  with  the  BHT  coordinators  at  many 
participating  transplant  centers  and  has  supplied  many  donors  to  those  centers. 
However,  repeated  submission  of  proposed  cooperative  agreements  to  the  NMDP  have 
gone  unanswered;  scheduled  meetings  have  been  unattended,  etc. 
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4.  Vhat  is  the  most  efficient  way  to  identify  donors  and  get  them  into  the 
registry. 

There  is  no  one  simple  answer  to  this  question.  Donors  are  human  beings, 
individuals.  It  vould  be  impossible  to  say  that  there  is  one  particular  way  to 
identify  donors. . .  .some  are  blood  donors,  some  are  relatives  of  patients  who  very 
suddenly  become  avare  of  the  need  for  donors,  others  are  individuals  who  simply 
respond  to  the  need  when  they  become  avare  of  their  ability  to  help  another. 
Individuals  who  request  information  must  be  sent  educational  material,  have 
testing  scheduled  upon  receipt  of  signed  consent,  and  have  test  results  entered 
in  the  computer  files  as  quickly  as  possible.  Group  drives  must  be  veil  managed 
and  assure  proper  donor  education,  blood  seunples  shipped  by  prearranged  carriers, 
and  test  results  quickly  entered  into  computer  files. 

5.  Vhat  can  be  done  by  groups  such  as  Life  Savers  to  increase  the  numbers  of 
organ  donors? 

I  cannot  ansver  for  Life  Savers...!  can  say  the  The  American  Registry  is 
trying,  by  means  of  publicity  through  the  media,  speaking  engagements,  etc. 
vorking  to  increase  the  number  of  marrov  donors. 

6.  If  a  match  in  not  made  after  contacting  the  NMDP,  what  is  the  responsibility 
of  the  NMDP  to  help  the  recipent  find  other  registries. 

It  is  the  contention  of  The  American  Registry  that  anyone  involved  vith 
the  process  of  patient-donor  matching  has  a  moral  responsibility  to  help  the 
patient,  from  day  one,  find  a  compatible  donor  as  quickly  and  efficiently  as 
possible.  Certainly,  patients  in  this  country  should  be  made  avare  Immediately 
of  all  existing  options  available  to  their  search  effort.  It  is  for  this  reason 
that  The  American  Registry,  upon  receipt  of  a  search  request,  iwnediately  informs 
the  patient  by  vritten  notification  of  the  existence  of  and  procedure  for 
accessing  the  NMDP  and  encourages  immediate  access.  Searches  done  in  incremental 
stages  can  seriously  alter  the  outcome  for  many  patients  vhere  time  is  of  the 
essence.  On  the  other  hand,  it  is  to  the  benefit  of  many  patients  that  their 
transplant  surgeion  have  a  choice  of  donors  and  ultimately  have  the  best 
transplant  possible. 

7.  What  is  the  role  of  the  NIH  in  oversight  of  the  management  of  the  NMDP? 

The  defined  role  of  the  NIH  is  not  totally  clear  however,  it  is  felt 

that  the  NIH  should  be  the  umbrella,  so  to  speak,  under  which  not  only  the  NMDP, 
but  other  registry  efforts  operate  and  interact,  perhaps  in  somewhat  the  same 
way  as  UNOS  interacts  with  private,  non-profit  organ  procurement  agencies 
throughout  the  country. 

8.  What,  if  any,  steps  are  being  undertaken  to  increase  the  number  of 
potential  minority  donors? 

I  can  speak  only  for  the  American  Registry.    Major  efforts  have  been  made 
and  are  continuing  to  interest  and  educate  minority  donors.    This  has  resulted 
in  an  increase  of  several  thousand  new  donors  from  among  the  Black  and  Asian 
population  in  this  country  in  the  past  few  months. 

9.  Not  qualified  to  answer. 
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10  Wouldn't  it  be  more  appropriate  for  NIH  rather  than  MNDP  to  handle  the 

approval  process,  at  least  where  federal  dollars  are  involved? 

The  American  Registry  agrees  with  this  premise,  (see  attached)  The  American 
Registry  has  been  of  the  opinion  that  tranplant  center  criteria  should  be  the 
province  of  the  NIH  as  a  federal  agency,  and  not  the  NMDP. 

11.  '  ...Should  NIH  institute  uniform  procedures  or  guidelines  in  this  regard? 
Or  should  NIH  "jawbone"  the  private  registries  into  standardizing  their 
procedures. 

If  NIH  is  to  be  the  overseer  of  the  NMDP,  then  it  should  see  that  uniforn 
procedures  or  guidelines  with  regard  to  searching  the  NMDP  are  established,  for 
the  sake  of  accessing  patients.    The  NMDP  in  principle  is  a  good  program.  The 

basic  fee  structure  of  the  NMDP  itself  is  warranted  and  fair  the  problems 

have  arisen  because  the  NMDP  does  not  control  the  program. ...  the  program  is 
controlled  by  the  transplant  centers.  For  example, the  patient-donor  search  is 
a  service  of  the  NMDP;  and  such  a  service  should  require  a  set  fee.  The  fee 
established  is  augmented  by  individual  transplant  centers,  in  some  cases,  by 
several  thousand  dollars.  Monthly  fees  have  now  been  assessed  by  some  centers 
for  updating  searches.  Patients  are  seldom  aware  of  options  which  exist 
throughout  the  system  and  often  drop  out  of  the  search  process.  NIH  could 
provide,  or  see  that  patient  advocacy  is  provided  to  guide  the  patient  through 
the  complicated  procedure  of  donor  searching. 

The  American  Registry  has  set  procedures,  guidelines,  and  fees.  (see 
attached).  A  one-time  access  fee  is  charged  for  searches  and  no  additional  fee 
is  required  for  updated  reports  of  new  matches  sent  to  physicians  as  new  donors 
are  added  to  the  system.  Searches  continue  until  cancelled  by  the  attending 
physician/transplant  center.  Set  procedures  are  in  place  through  the  MLC  level. 
Once  a  designated  donor  has  been  identified,  the  American  Registry  has  the 
flexibility  to  work  within  the  protocol  of  the  transplant  center  involved. 

12  Do  you  favor  standardization  of  these  criteria  either  by  NIH  or  NMDP? 

In  a  field  still  as  new  as  marrow  transplant,  dictating  the  protocol  for 
each  transplant  center  does  not  seem  advisable.  It  should,  however,  be  required 
that  patients  be  advised  of  other  options  at  alternate  transplant  centers  If  they 
do  not  meet  the  requirements  of  their  chosen  center,  or  the  donors  identified 
do  not  meet  the  protocol  of  the  chosen  center. 

13.  ...Isn't  this  an  unecessary  bureaucratic  hurdle  to  a  patient  whose  life 
may  be  in  dsuiger? 

AMEN I  In  most  of  these  cases,  not  only  does  the  patient  not  have  access 
to  the  donor  or  marrow,  but  the  donor  is  not  aware  of  the  fact  that  he/she  lioes 
indeed  match  a  patient  and  is  being  denied  the  opportunity  to  give  his  or  her 
own  informed  consent  to  donate.  There  are  two  possible  solutions: 

A.  Give  the  donor  the  information  about  the  match,  the  patient's  age  and 
condition,  chances  ior  survival,  the  transplant  center  involved,  etc.  and  allow 
the  donor  to  give  his/her  own  informed  consent  to  donate. 
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B.  Establish  a  review  panel  to  look  at  each  case.  This  could  be  done 
through  NIH. 

In  either  event,  the  donor  could  be  harvested  at  an  NMDP  participating 
center  and  the  marrow  shipped  to  the  patient's  transplant  center. 

14.  ...Can't  something  be  done  to  facilitate  treatment  at  a  more  convenient 
site  in  cases  like  this  one?    (patient  preference  for  TX  center) 

A  simple  change  in  procedure  which  would  not  force  a  patient  to  choose  or 
commit  to  a  transplant  center  until  a  DR  match  had  been  identified  would 
alleviate  the  situation  in  some  instances.  The  particular  family  mentioned  has 
been  put  through  a  tremendous  amount  of  emotional  turmoil,  perhaps  needlessly. 
If  the  DR  is  not  a  match,  the  upset  was  unnecessary.  This  does  not,  however, 
answer  the  basic  question.  Does  a  program  such  as  the  NMDP  have  the  right  to 
remove  the  choice  of  a  treatment  facility  from  a  patient,  particularly  when  such 
a  long  term  separation  from  family,  support  people,  etc.  is  involved?  The 
American  Registry  works  with  the  patient,  patient's  physician  and  donor  to 
arrange  the  transplant  and  harvest  as  conveniently  as  possible  to  all  parties 
concerned . 

It  has  been  our  experience  that  donors  volunteer  in  order  to  be  able  to 
help  any  patient  whom  they  might  match.  Many  donors  recently  have  been 
transferring  their  files  to  the  Americam  Registry  because  they  have  learned  that 
they  could  match  a  patient  and  never  be  told.  These  donors  have  been  quite 
upset.  Again,  the  answer  is  not  duplication  of  registration,  but  a  solution  to 
the  basic  problem.  How  much  input  should  the  donor  have  in  the  decision  to 
donate  or  not  to  donate?  Should  not  these  donors  be  given  enough  information 
to  allow  them  to  make  an  informed  decision.  How  big  a  problem  is  this  question 
when  the  donors  in  question  can  be  harvested  at  a  NMDP  participating  center? 

15  ?  combine  all  separate  donor  registries  into  a  consolidated,  single 

registry. 

The  single  registry  question  is  not  paramount. ..  .what  is  essential  is  a 
single  ^'network"  of  registries  which  allows  a  patient  to  access  the  greatest 
number  of  donors  simultaneously.  The  American  Registry  cooperates  or  interacts 
with  approximately  40  registries  in  this  country  and  worldwide  and  is  in  the 
process  of  establishing  a  total  system  of  electronic  intercommxinication  thanks 
to  the  generosity  U.S.  Sprint.  In  a  country  the  size  of  the  United  States  the 
existence  of  the  two  major  registries  has  provided  a  system  of  checks  and 
balances  for  both.  Federally  funded  and  privately  funded  organizations  can  and 
do  co-exist  compatibly  in  other  situations.  If  both  of  the  existing  major 
registries  in  this  country  immediately  sent  written  notification  to  accessing 
patients  of  the  existence  and  access  procedures  of  the  other  <a  practice  followed 
by  the  American  Registry)  patients  would  have  immediate  access  to  all  known  donor 
sources  worldwide.  It  is  disturbing  that  so  many  times  patients  in  this  country 
have  learned  of  the  American  Registry  from  outside  sources  too  late  in  the  search 
process  to  even  have  a  chance. 

16.  sec  #11,  paragraph  #1 

17.  Insurance 

Vht  frailiar  enough  with  the  activities  of  NIH  in  this  matter  to  conent. 
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18.  Recruitment  of  an  adequate  number  of  donors  to  provide  a  chance  for 
transplant  to  a  statistically  acceptable  number  of  patients  is  not  a  difficult 
thing  to  accomplish. .. .except  for  the  cost.  It  has  been  the  experience  of  the 
American  Registry  that  the  majority  of  donors  fall  into  the  age  category  of 
24-AO  years  old.  This  is  the  age  group  which  can  least  afford  to  budget  the 
$60.00  cost  of  the  HLA  typing  (house  mortgages,  car  payments,  tuition, etc.  are 
primary  expenditures).  Only  25%  of  those  new  donors  tested  can  pay  for  testing. 
Although  some  corporations  and  businesses  pay  for  employee  donor  testing, and  the 
donor  centers  themselves  solicit  funds,  the  major  part  of  fund-raising  has 
resulted  from  the  efforts  of  patients'  families  and  friends.  This  is  the  group 
most  anxious  to  help  in  the  recruitment,  but  certainly  is  the  group  which  should 
not  have  to  deal  with  the  pressures  of  fund-raising. 

Making  federal  funds  available  for  marrow  donor  testing  would  allow  the 
numbers  needed  for  effectively  matching  patients  and  donors  to  be  realized  much 
sooner  than  now  projected.  It  would  free  the  registries  from  the  time  consuming 
work  of  soliciting  funding  (although  this  type  of  effort  should  not  be  totally 
discontinued).  According  to  recent  articles  comparing  the  medical  costs  of 
leukemia  patients  tranplanted  versus  long  term  chronic  care,  statistics  clearly 
indicate  the  cost  effectiveness  of  the  transplant  procedure.  Because  the  only 
way  to  increase  the  number  of  transplants  performed  will  be  to  increase  the 
number  of  registered  potential  donors,  it  appears  that  whatever  has  to  be  done 
to  speed  the  registration  of  new  donors  would  be  worthwhile. 

Any  federal  funding  made  available  should  be  carefully  monitored  to 
assure  the  proper  use  of  the  funds  for  the  intentions  it  is  allocated.  Perhaps 
the  most  effective  way  to  accomplish  this  would  be  to  establish  through 
competitive  bidding  a  defined  cost  per  test  and  to  allow  a  set  surcharge  per  test 
to  be  paid  to  the  registries  according  to  the  numbers  typed.  The  payment  for 
testing  done  would  have  to  be  done  on  a  timely  basis  in  order  to  allow  the 
registries  to  keep  laboratory  accounts  current.  Participating  laboratories  would 
have  to  be  able  to  type  donors  anywhere  in  the  country  and  to  report  typing 
results  expediently.  Registries,  on  the  other  hand  would  have  to  assure  rapid 
entry  of  test  results  for  immediate  searching.  If  this  project  were  to  be  funded 
with  public  monies,  then  some  assurance  would  have  to  be  forthcoming  that  donors 
so  recruited  would  be  accessible  to  all  patients  in  need  of  urrov 
t  rans  plan  t  a  t  i  on . 


Respect fitlly  sttbaittcd 

Joan  Keller  K.t. 
President 

The  Aaerican  Bone  Marrow  Donor  Registry 
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The  Honorable  Edward  M.  Kennedy 
United  States  Senate 
315  Russell  Office  Building 
Washington,  D.C.  20515-2101 

Dear  Senator  Kennedy: 

Enclosed  are  the  National  Marrow  Donor  Program's  answers  to 
the  18  questions  you  forwarded  to  us  from  Senator  Hatch's  office. 

In  addition  to  answering  specific  questions,  there  are  three 
points  I  would  like  to  make: 

1.  The  National  Marrow  Donor  Program  has  been  phenomenally 
successful.     Since  November,  thousands  of  reporters  have  helped 
spread  the  word  about  our  international  crusade;  tens  of 
thousands  of  Americans  have  responded  to  our  pleas  for  help 
with  financial  contributions   and/or  by  volunteering  for  our 
Registry.     This  Program  has  expanded  rapidly  because  of  its 
responsive  Board  and  staff  with  momentum  coming  from 
desperate  families  and  dying  patients  and  a  truly  indescribable 
demonstration  of  human  compassion   and  generosity. 

2.  While  we  have  research  responsibilities,  we  view  our  primary 
mission  as  one  of  service.    Because  of  this,  we  continue  to 
struggle  with  how  to  work  within  the  National  Institutes  of 
Health  system,  which  is  primarily  focused  on  research.  After 
some  growing  pains,  we  have  great  optimism  that,  with  the  able 
help  of  Dr.  Claude  Lenfant,  Director  of  the  National  Heart,  Lung, 
and  Blood  Institute,  a  process  will  be  streamlined  which  allows  us 
to  rapidly  respond  to  patients  while  fulfilling  our  research  and 
reporting   requirements   for  the   federal  government. 

3.  The  misleading  rhetoric  of  representatives  of  the  remaining 
private  registries  has  escalated  recently,  confusing  members  of 
the  media,  of  Congress  and  the  general  public  and  most 
tragically,  patients.     There  is  no  room  for  "turf  battles"  when  the 
lives  of  patients  are  at  stake.    In  spite  of  these  unfortunate 
distractions,  our  mission  remains  focused  on: 
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Building  a  radially  and  ethnically  diverse  registry  of  250,000  U.S. 
volunteer  donors  typed  for  HLA-A.B  and  DR; 

Establishing  effective  woriung  relations  with  marrow  donor  registries 
in  other  countries  so  that  patients  will  have  access  to  a  million 
volunteers  worldwide;  and  , 

Promoting  the  cooperation  of  insurance  companies  and  the 
availability  of  adequate  public  funding  to  assure  access  to  the  potential 
life-saving  gift  of  a  stranger  for  all  persons  in  need  of  an  unrelated 
donor   marrow  transplant. 


Please  feel  free  to  contact  me  if  you  have  further  questions  or  wish  clarification  of 
any  of  my  answers. 

Thank  you  for  your  interest  in  this  very  special  Program. 
Sincerely  yours. 


Robert  C.  Graves,  D.V.M. 
Vice  Chairman 
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United  States  Senate 
Committee  on  Labor  and  Human  Resources 

Response  to  Questions  Posed  By 
The  Honorable  Orrin  G.  Hatch 


Presented  By 
Robert  C.  Graves,  D.V.M. 
Vice  Chairman,  Board  of  Directors 

National  Marrow  Donor  Program 

May  1,  1990 


1.    Senator  Hatch:    What  do  you  think  can  be  done  to  lower  the 
costs  of  the  tests  necessary  to  type  the  donor? 

Dr.  Graves:   The  cost  of  HLA  typing  donors  for  the  National  Marrow 
Donor  Program  (NMDP)  has  been  and  will  be  further  reduced  by 
competitive  bid  contracting  with  several  laboratories.    Assuring  these 
laboratories  a  high  volume  of  testing  will  allow  NMDP  to  take  advantage  of 
volume  discounts  without  compromising  on  the  quality  of  the  typings. 

Researchers  are  working  on  new  technologies  for  HLA  typing.  Eventually 
these  new  technologies  will  make  it  easier  and  less  expensive  to  type  large 
volumes  of  donors.    Meanwhile,  the  NMDP  must  continue  to  provide  high 
quality  HLA  typing  at  the  lowest  possible  price  to  patients  and  their 
families. 

An  overall  reduction  in  the  cost  of  HLA  typing  could  be  realized  if  the 
donors  could  be  completely  HLA  typed  at  the  time  they  are  initially  tested. 
Currently,  newly  recruited  donors  are  only  HLA-A  and  B  typed  because  of 
the  lack  of  funds  to  completely  type  them.   The  cost  of  HLA-A,  B  and  DR 
typing  a  donor  is  roughly  twice  the  cost  of  performing  the  HLA-A  and  B 
typing  alone.    However,  having  a  file  of  completely  typed  donors  would 
significantly  reduce  the  time  it  takes  for  a  patient  to  locate  a  matched 
donor  and  reduce  the  tinancial  burden  on  families. 
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2.     Senator  Hatch:     What  can  be  done  to  increase  the  registered 
bone  marrow  donors  that  are  from  minority  groups? 

Dr.  Graves:    In  the  Fall  of  1989,  about  two  percent  of  volunteer  donors 
registered  with  the  NMD?  were  minorities.    This  basically  reflects  the 
percentage  of  minority  blood  donors  in  the  U.S.    It  was  from  the  blood 
donor  conmiunity  that  NMDP  first  recruited  marrow  donor  volunteers. 

In  the  past  year,  the  percentage  of  minorities  in  the  NMDP  Registry  has 
increased  significantly,  up  from  2%  to  6%  of  the  total  registry;   The  growth 
in  minority  volunteers  has,  in  fact,  accelerated  faster  than  the  overall  rapid 
growth  of  the  registry. 

However,  NMDP  has  found  unique  differences  and  needs  for  recruitment  in 
specific  minority  populations  and  there  appears  to  be  less  success  in 
raising  funds  for  typing  within  the  minority  population. 

In  1990-91,  NMDP  will  continue  to  focus  recruitment  efforts  on  minority 
populations  with  a  goal  of  further  expanding  the  number  and  percentage 
of  minority  donors  in  the  NMDP  Registry.    These  efforts  will  require  the 
development  of  new  relationships  with  minority  recruitment  organizations 
as  well  as  expanded  programs  to  reach  these  special  populations  through 
existing  NMDP  recruitment  mechanisms.    To  assist  with  this  initiatrive, 
NMDP  is  working  with  the  NHLBI's  National  Blood  Resource  Education 
Program  to  develop  and  disseminate  information  on  the  need  for  minority 
marrow  donors. 

NMDP  has  ear-marked  an  estimated  $800,000  in  1990-91  to  develop 
plans,  an  expanded  structure,  and  support  materials  to  carry  on  effective 
minority  recruitment.    This  is  in  addition  to  the  special  emphasis  on 
minority  recruitment  with  general  NMDP  donor  recruitment  fundings  In 
addition,  $250,000  has  been  allocated  specifically  to  offset  the  cost  of  HLA 
typing  new  minority  donors. 

(Please  see  Attachment  A,  Donor  Registry.) 
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3.  Senator    Hatch:  What  are  the  barriers  to  better  coordination 
between   the   federally   supported   registry   and    private  registries? 

Dr.  Graves:    First,  the  record  needs  to  be  accurate  when  comparing  the 
NMDP  and  the  remaining  private  registries.    It  is  not  just  size  which 
distinguishes  these  groups  (NMDP  has  over  112,000  volunteer  donors  who 
are  distinct  from  the  estimated  10,000-15,000  donors  enrolled  with  the 
private  registries). 

Performance  is  the  real  distinguishing  mark.    NMDP  has  facilitated  over 
345  transplants  since  the  inception  of  the  Program  (Fall,  1987)  and 
currently  averages  an  additional  transplant  each  and  every  working  day  of 
the  month.    In  contrast,  major  transplant  centers  throughout  the  country 
report  performing  perhaps  only  20  total  transplants  facilitated  by  the 
remaining  private  registries  in  more  than  four  years  of  operations.  As 
discussed  in  Question  11,  the  NMDP  is  aware  of  a  number  of  transplant 
centers  which  are  reticent  about  approaching  the  private  registry  group 
because  of  problems  with  communications,  delays  in  obtaining  data  reports 
and  general  lack  of  medical  planning  and  supervision  for  assuring  the 
safety  of  the  donor. 

NMDP  is  committed  to  achieving  a  close,  collaborative,  working  relationship 
with  the  private  registry  group.    Unquestionably,  all  patients  would  best 
be  served  if  a  consolidation  of  registries  is  accomplished.    We  continue 
efforts  and  willingness  to  participate  in  any  constructive  discussions  which 
would  move  toward  this  goal. 

The  principal  barrier  to  better  coordination  has  been  our  failure  to  resolve 
some  specific  philosophical  differences  in  registry  procedures.    The  private 
registries  who  remain  independent  and  unaffiliated  with  the  NMDP  have 
been  described  as  "patient  advocates."    We  understand  fully  this  role  and 
have  great  empathy  and  sensitivity  for  desperate  families.  Indeed, 
NMDP's  Board  of  Directors  includes  several  members  who  understand  this 
situation  firsthand.    Nevertheless,  as  Fred  Harris,  who  heads  Heart  of 
America  (previously  the  largest  of  the  private  registries  and  now  an 
integral  participant  of  NMDP's  system),  so  eloquently  states,  the  protection 
of  the  donor's  health  and  welfare  must  be  the  paramount  concern  of  any 
registry: 
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"/  happen  to  be  a  parent  of  a  child  who  had  leukemia  but  that  is  not  reason 
enough  to  assume  that  an  unrelated  donor  should  face  real,  life- 
threatening  risks.    The  donor  and  his  or  her  family  must  be  provided  with 
guarantees  that  they  are  not  being  asked  to  do  anything  unwarranted.  All 
of  us  understand  how  desperate  parents  can  be  when  their  child's  life  is  at 
stake  but  I  cannot  think  of  a  greater  tragedy  than  that  a  donor  is  put  at 
risk  for  a  patient  who  has  no  chance  of  surviving.    That  would  be  the 
greatest  tragedy  of  all." 


(Please  see  Attachments  B  and  C,  Fred  Harris  letters.) 

Recently,  the  NMDP  has  initiated  efforts  which,  with  the  cooperation  of  the 
private  registry  group,  will  assure  that  patients  seeking  donors  through 
either  system  will  be  routinely  informed  of  a  possible  matched  donor  in 
the  other  registry.    Additionally,  resource  materials  developed  by  both 
organizations  now  inform  patients  and  referring  physicians  about 
alternative  registries.    While  helpful,  these  measures  should  be  viewed  as 
interim  at  best. 

The  American  Association  of  Blood  Banks  and  the  Council  of  Community 
Blood  Centers  --  two  of  NMDP's  sponsoring  organizations  -  recently 
reaffirmed  their  respective  positions  regarding  the  fundamental  obligation 
of  the  NMDP  (or  any  other  donor  registry)  to  inform,  protect  and  serve 
donors. 

(Please  see  Attachments  D  and  E,  from  NMDP's  sponsoring  organizations.) 

Dr.  Claude  Lenfant,  Director  of  NHLBI,  has  offered  to  facilitate  discussions 
between  the  NMDP  and  the  remaining  private  registries  which  function 
independently  of  NMDP.    We  eagerly  await  the  initiation  of  these 
discussions. 
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4.  Senator  Hatch:     What  is  the  most  efficient  way  to  identify 
donors  and  get  them  into  the  registry? 

Dr.  Graves:    Donors  are  currently  recruited  through  blood 
centers/participating  donor  centers  and  through  NMDP  recruitment  groups 
such  as  Life-Savers.  These  approaches,  while  usually  appealing  to  different 
audiences,  continue  to  face  obstacles  because  of  lack  of  funding  for  HLA 
typing.    Both  methods  of  recruitment  are  effective  when  funding  is 
available. 

To  speed  the  recruitment,  typing  and  entry  of  new  donors  into  the  central 
donor  registry,  the  NMDP  is  instituting  an  automated,  bar-code  system. 
This  optical  scanning  technology  will  allow  electronic  transmittal  of  new 
donor  information  directly  to  the  Registry  and  linkage  within  the  computer 
of  the  donor  ID  and  HLA  data,  assuring  that  new  donors  are  incorporated 
as  soon  as  possible  into  the  central  registry  while  at  the  same  time 
guaranteeing  donor  confidentiality.    This  system  will  allow  patients  waiting 
for  new  donors  who  may  be  potential  matches  to  have  access  to  these  new 
donors  within  days  of  donor  recruitment  and  the  completion  of  HLA 
typing. 

5.  Senator  Hatch:    What  can  be  done  by  groups  such  as  Life- 
Savers  to  increase  the  numbers  of  organ  donors? 

Dr.  Graves:    An  unrelated  solid  organ  donor  must  be  deceased  while 
marrow  is  a  living  gift  of  life.    Because  of  the  confusion  that  has  existed 
regarding  this  fact,  solid  organ  donation  has  not  been  included  in 
preliminary  marrow  recruitment  literature.    However,  the  NMDP  plans  to 
consult  with  organ  donor  specialists,  perhaps  through  cooperation  with  the 
OPTN  to  develop  a  coordinated  approach  to  donor  education. 

(Please  see  Attachment  F,  sample  organ  donor  newsletter.) 
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6.     Senator  Hatch:     If  a  match  is  not  made  after  contacting  the 
NMDP,  what  is  the  responsibility  of  the  NMDP  to  help  the 
recipient   find   other  registries? 

Dr.  Graves:    NMDP  works  directly  on  behalf  of  patients  seeking  an 
unrelated  donor.    In  this  regard: 

I  'NMDP  routinely  offers  to  facilitate  a  search  of  foreign  registries  affiliated 
I     through  the  International  Cooperative  Marrow  Donor  Program.  NMDP 

routinely  exchanges  searches  with  Canada,  France  and  the  United  Kingdom. 
I     Unfortunately,  applications  from  countries  wishing  to  establish  a  formal 
relationship  with  the  NMDP  have  been  held  up  because  of  the 
requirements  of  the  Office  of  Protection  of  Research  Risks  in  HHS.  While 
The  Netherlands  donor  center  was  originally  accepted  without  an  extensive 
application  process,  Israel's  donor  center  application,  which  was  approved 
by  NMDP  as  meeting  our  standards  on  August  7,  1989,  is  still  pending.  If 
and  when  this  application  process  is  streamlined  and  as  other  countries 
successfully  build  their  registries,  we  expect  an  efflcient,  computerized 

I  system  for  patient  searches  to  evolve  on  an  international  basis. 

•NMDP  is  willing  to  receive  preliminary  search  requests  directly  from  the 
private  registries  and  to  promptly  inform*  them  if  there  is  a  potential 
match  in  the  NMDP  Registry.   This  service  is  available  at  no  cost  to  the 

I I  private  registries  or  to  the  patients. 

•NMDP  has  begun  routinely  sending  preliminary  search  requests  to  the 
private  registry  group  for  ^  searches  initiated  with  the  NMDP  by 
participating  transplant  centers.    NMDP  will  promptly  notify  the 
participating  transplant  center  if  there  is  evidence  of  a  potential  match.  To 
date,  the  private  registry  group  has  not  notified  the  NMDP  of  any  matched 
donors  in  its  file. 

•NMDP  plans  to  add  a  patient  affairs  coordinator  to  its  staff,  has  expanded 
its  training  of  NMDP  phone  operators,  and  includes  the  address  and  phone 
number  of  the  private  registries'  search  coordinating  center  in  its  packets 
for  referring  physicians  and  patients. 


I 
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However,  the  optimal  solution  is  an  integrated  marrow  donor  registry  in 
die  U.S. 


7.    Senator  Hatch:    The  OTA  report  notes  that  the  Board  of 
Directors  of  NMDP  sets  policy  guidelines  and  general  directives 
for  operation.     What  is  the  role  of  the  NIH  in  oversight  of  the 
management  of  the  NMDP? 

Dr.  Graves:    In  the  original  Navy  contract  for  the  marrow  registry,  the 
Board  of  Directors  was  mandated  to  establish  standards,  policy  guidelines, 
and  general  directives  for  operating  the  program.    The  Board  has  carried 
out  these  instructions  with  the  help  of  a  number  of  committees.  In 
addition,  open  meetings  have  been  held  to  help  develop  a  consensus  on 
controversial  issues.    Hence,  the  Board  believes  that  the  current  process 
works  well.    The  NHLBI  could  easily  carry  out  this  oversight  function  with 
annual  reviews  at  the  time  of  contract  renewal,  as  well  as  through  informal 
interactions  throughout  the  year. 


8.     Senator  Hatch:     The  February  1990  staff  report  by  the  Office 
of  Technology  Assessment  states  that  there  is  a  particular  need 
to  recruit  enough  ethnic  minorities  to  ensure  matches  for 
minority  populations.     What,  if  any,  steps  are  being  taken  to 
increase   the   number  of  potential   minority  donors? 

Dr.  Graves:    As  discussed  in  Question  2,  the  NMDP  has  given  increasing 
emphasis  to  the  recruitment  of  minority  donors.    Currentiy,  the  NMDP  is 
proposing  to  focus  specifically  on  three  minority  groups:    African,  Asian 
and  Hispanic  Americans.     Specialized  literature,  recruitment  training 
sessions  and  targeted  multi-media  campaigns  are  being  planned  for 
1990-91. 
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I  9.  Senator  Hatch:  What,  If  any,  efforts  are  being  undertaken  to 
I    increase  the  number  of  approved  transplant  centers? 

!j   Dr.  Graves:   In  October,  1989.  the  NMDP  held  an  open  hearing  to  discuss 
[    transplant  center  criteria.    As  a  result  of  this  hearing,  the  criteria  for 
i    participating  transplant  centers  were  revised,  thus  making  more 
I    transplant  centers  around  the  U.S.  eligible  for  participation.    Notices  were 
sent  to  previously  ineligible  centers  and  a  number  of  new  centers  are 
applying  for  membership  each  month.    Because  many  medical  centers  are 
I    just  now  getting  their  transplant  team  and  support  services  in  place,  NMDP 
i    expects  to  experience  steady  growth  of  participating  transplant  centers  for 
at  least  the  next  three  years. 

i    At  the  current  time,  32  U.S.  transplant  centers  have  submitted  applications 
and  been  accepted  for  membership  in  the  NMDP  network. 


10.     Senator  Hatch:     Under  current  practice,  the  NMDP  approves 
the  transplant  centers  that  they  will  allow  to  search  their 
registry  and  perform  transplants  from  NMDP  donors.  Wouldn't 
it  be  more  appropriate  for  NIH  rather  than  NMDP  to  handle  the 
approval  process,  at  least  where  federal  dollars  are  involved? 

Dr.  Graves:   The  NIH  does  not  now  have  any  accreditation  program,  nor 
does  this  generally  fall  within  its  scope  of  activities.    The  National  Heart, 
Lung,  and  Blood  Institute  is  now  working  with  the  NMDP  as  medical 
standards  and  policies  regarding  approval  for  participating  donor, 
collection,  and  transplant  centers  are  developed  and  modiHed.    The  Board 
believes  that  these  standards  have  been  developed  through  an  objective, 
fair  and  open  process,  are  equitable  and  scientiHcally  defensible.  Their 
development  and  modification  using  a  consensus  approach  has  served  the 
program  well.   There  does  not  appear  to  be  a  need  for  the  NHLBI  to 
become  directly  involved  as  an  accrediting  agency. 
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11.     Senator  Hatch:     The  OTA  report  states  that  transplant  center 
policies  on  searching  the  NMDP  donor  registry  vary 
considerably.     Should  NIH  institute  uniform  procedures  or 
guidelines  in  this  regard?     Or  should  NIH  "jawbone"  the  private 
registries   into   standardizing   their  procedures? 

Dr.  Graves:    NMDP's  patient  rights  standards  encourage  member 
transplant  centers  to  turn  to  other  registries,  both  domestic  and  foreign,  if 
a  compatible  donor  is  not  available  through  the  NMDP.  Furthermore, 
transplant  centers  may,  and  often  do,  decide  to  search  multiple  registries 
simultaneously.    All  NMDP  transplant  centers  know  of  the  existence  of  the 
remaining  U.S.  private  registries  as  do  many  referring  physicians. 
Contrary  to  concerns  expressed  repeatedly  by  the  private  registry  group, 
access  to  information  about  them  and  the  private  registries'  search 
coordinating  center  is  NOT  a  problem.    Rather,  many  transplant  centers 
report  a  reluctance  to  deal  with  the  private  registry  group.    This  reluctance 
stems  from  their  perception  that  the  search  process  utilized  by  this  group 
is  slow  and  inefficient;  that  months  may  go  by  before  a  response  to  an 
urgent  search  request  is  received;  that  the  anonymity  of  the  patient  and 
donor  is  threatened  because  of  the  lack  of  clear  guidelines  for  their 
protection;  and  even  the  safety  and  protection  of  the  donor  may  be 
compromised  by  the  procedures  employed  by  the  private  registry  group. 


12.    Senator  Hatch:    The  OTA  report  also  states  that  the  NMDP 
transplant  centers  set  their  own  criteria  for  the  degree  of  HLA 
match  they  require  for  a  transplant.     Do  you  favor 
standardization  of  these  criteria  either  by  NIH  or  NMDP? 

Dr.  Graves:    The  NMDP  has  established  basic  criteria  for  donor  matching 
which  allows  a  maximum  of  a  one  antigen  mismatch.    Some  transplant 
centers  use  this  option  and  perform  transplants  with  donors  who  are 
mismatched  at  one  antigen;  other  centers  have  more  conservative  match 
criteria  and  require  complete  matching  of  all  six  HLA  antigens.    The  degree 
of  match  may  be  an  important  factor  in  transplant  outcome.  However, 
sufHcient  data  does  not  exist  at  this  time  to  draw  definitive  conclusions. 
The  NMDP  is  collecting  data  on  the  outcome  of  all  transplants  and  will  be 
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performing  an  analysis  of  that  data  when  a  sufficient  number  of 
transplants  have  been  performed. 

In  the  meantime,  patients  who  do  not  meet  the  criteria  of  one  NMDP 
transplant  center  can  be  referred  to  another  participating  center.  NMDP 
policies  and  procedures  exist  for  transfering  the  patient's  file  and 
unrelated  donor  search  record  in  an  expeditious  manner.    This  flexibility  is 
essential  to  evaluating  the  relative  merits  of  alternative  treatment 
protocols.    For  these  reasons  we  do  not  favor  more  restrictive 
standardization  of  matching  criteria  at  this  time. 

13.    Senator  Hatch:     NMDP  will  not  allow  a  transplant  using  a 
donor  they  identify  to  take  place  at  any  but  an  NMDP-approved 
center.     Thus,  there  have  been  cases  where  patients  who  have 
found  a  match  acceptable  to  an  unapproved  center  have  been 
unable  to  secure  the  donor  marrow.     Isn't  this  an  unnecessary 
bureaucratic  hurdle  to  a  patient  whose  life  may  be  in  danger? 

Dr.  Graves:   The  NMDP  has  a  Stand^irds  Committee  consisting  of  medical 
specialists  and  advocates  for  both  donors  and  patients  which  sets 
standards  for  transplant  centers  as  well  as  donor  and  collection  centers. 
All  of  the  standards  of  the  NMDP  are  aimed  at  the  goals  of  protecting  the 
rights  and  safety  of  donors  and  patients.    The  marrow  donation  process 
itself  carries  with  it  significant  risk  to  the  donor  because  it  involves  spinal 
or  general  anesthesia.   Because  of  this,  it  has  been  the  policy  of  the  NMDP 
to  carefully  evaluate  the  programs  and  outcomes  of  participating 
transplant  centers  in  order  to  ascertain  that  programs  established  at  those 
centers  will  guarantee  a  reasonable  probability  of  success  for  patients 
transplanted  at  that  center.    It  is  unreasonable  to  potentially  jeopardize 
the  health  and  safety  of  a  donor  to  provide  marrow  for  a  center  where 
transplants  may  be  undertaken  with  little  or  no  possibility  of  success. 
Because  patients  look  to  the  NMDP  as  a  clearinghouse  and  guide  in  the 
selection  of  a  transplant  center,  it  is  critical  that  the  NMDP  has  objective 
and  fair  procedures  for  assuring  medical  facilities  meet  benchmark 
medical  standards. 
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14.     Senator  Hatch:     The  same  criticism  could  be  made  of  a 
situation  in  which  it  is  not  feasible  for  a  patient  and/or  family 
to  travel  to  an  NMDP  approved  transplant  center  for  a 
transplant.  .  .  Can't  something  be  done  to  facilitate  treatment  at 
a  more  convenient  site  in  cases  like  this  one? 

Dr.  Graves:    It  is  regrettable  that  some  patients  have  to  travel  great 
distances  to  receive  certain  kinds  of  specialized  medical  care.    The  NMDP 
will  assist  all  transplant  centers  seeking  membership  in  the  Program. 
Ultimately  it  is  the  responsibility  of  the  local  transplant  center,  hospital 
and  community,  to  make  the  kind  of  program  and  financial  commitments 
needed  to  build  a  qualified  marrow  transplant  team.    This  requires  not 
only  a  skilled  team  of  medical  and  nursing  specialists,  but  also  major 
support  and  commitment  from  the  institution  sponsoring  the  Program. 

To  reiterate,  NMDP  standards  and  related  treatment  protocols  have  been 
carefully  designed  to  protect  the  interests  of  both  the  donor  and  the 
patient.    The  NMDP  and  its  network  of  donor  centers  will  only  approach  a 
potential  donor  when  requested  to  do  so  by  an  approved  transplant  center 
operating  in  accordance  with  NMDP  policies  and  procedures.    The  NMDP 
system  cannot  —  and  will  not  —  do  anything  which  might  jeopardize  the 
health,  safety  and  anonymity  of  the  volunteer  donor. 

For  the  patient,  the  selection  of  a  treatment  center  to  evaluate  the  patient's 
medical  condition  and  perhaps  perform  a  marrow  transplant,  of  necessity, 
should  consider  the  credentials  of  a  particular  center's  transplant  team  and 
the  center's  ability  to  both  locate  and  access  possible  compatible  donors 
available  through  the  NMDP  or  other  registries. 

To  preclude  the  situation  of  a  patient  in  need  not  being  informed  that 
multiple  registries  exist,  worldwide,  that  could  offer  the  possibility  of  a 
matched  donor,  the  NMDP  now  routinely  forwards  any  preliminary  search 
requests  its  receives  to  the  private  registry  group  in  the  U.S.    Patients  are 
also  infonned  and  given  the  option  of  foreign  registries  being  searched 
(some  foreign  registries  have  or  will  soon  be  searched  automatically 
because  of  their  participating  status  with  the  NMDP;  please  see  Question  6). 
This  system  —  with  the  cooperation  of  the  various  registries  involved  --  is 


181 


National  Marrow  Donor  Program/Response  to  Senator  Hatch  Questions,  U.S. 
Senate  Committee  on  Labor  and  Human  Resources,  May  1,  1990 
Page  12 


as  close  to  "one-stop  shopping"  as  is  possible,  short  of  integrating  all  U.S. 
registries  into  a  single,  united  program. 

NMD?  is  aware  of  transplant  centers  in  the  U.S.  which  meet  the  criteria  of 
the  Program  but  which  have  not  yet  submitted  an  application  for 
membership.    Again,  we  hope  to  have  regional  coverage  within  a  few  years 
as  more  medical  centers  develop  the  capability  of  performing  bone 
marrow  transplants  using  unrelated  donors. 


15.     Senator  Hatch:     Some  say  that  it  would  be  beneficial  to 
potential  transplant  recipients  if  NIH  combined  all  the  separate 
donor  registries  into  a  consolidated,  single  registry.  Please 
comment. 

Dr.  Graves:    With  the  exception  of  a  few  private  registries,  this  has 
already  been  done  by  NMDP  to  create  the  current,  expanding  network  of 
donor  centers. 

The  NMDP  utilizes  a  highly  sophisticated  computer  system  to  store 
information  on  volunteer  donor  typings  and  conduct  searches  for  possible 
compatible  donors.    This  system,  for  example,  allows  transplant  centers  to 
access  a  single  donor  registry  containing  more  than  112,000  donors  from 
68  different  donor  centers  in  the  U.S.  as  well  as  190,000  donors  in  Canada, 
France  and  the  United  Kingdom.    Conmiunications  are  sent  to  transplant 
centers  electroncially,  informing  them  of  possible  matched  donors  within 
24  hours  of  receiving  preliminary  search  requests.    Once  one  or  more 
potential  matches  have  been  identifted,  the  NMDP  provides  coordinating 
services  and  monitoring  for  subsequent  requests  for  additional  blood 
samples  for  DR  typing,  donor  counseling,  physical  examinations,  marrow 
collection,  etc.    The  NMDP  believes  that  the  public  inteh^st  would  be  best 
served  by  integrating  the  remaining  10,000-15,000  unduplicated  donor 
typings  into  the  NMDP  electronic  registry  as  soon  as  possible.   We  are- 
hopeful  that,  with  the  assistance  of  the  NHLBI,  a  consolidation  of  efforts 
will  occur. 


28-872  -  90  -  7 
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16.     Senator  Hatch:     At  present,  each  NMDP  transplant  center  is 
free  to  decide  how  much  it  will  charge  for  its  services.    The  OTA 
report  found  that  charges  varied  widely  throughout  the 
32-center  NMDP  network.     Please  comment  on  the  advisability  of 
NIH's  developing  guidelines  for  standardized  charges  for  the 
same  services  to  the  extent  feasible,  given  regional  cost 
differentials. 

Dr.  Graves:    In  providing  unrelated  donor  marrow  transplants,  transplant 
centers  have  found  it  necessary  to  provide  new  services  never  before 
needed  when  performing  marrow  transplants  from  sibling  donors.  When 
services  for  unrelated  donors  such  as  DR  typing,  physical  examinations  and 
marrow  harvesting  are  done  on  behalf  of  a  patient,  the  bills  are  sent  to  the 
transplant  center  initiating  the  request.     Insurance  companies  regard 
unrelated  donor  marrow  transplants  as  a  new  procedure,  and  in  some 
situations  experimental.    Also,  the  expenses  of  an  unrelated  donor  search 
and  marrow  collection  tend  to  be  signiHcanUy  greater  than  the  costs  of  the 
more  limited  procedures  required  for  a  sibling  transplant.    These  facts 
have  put  transplant  centers  at  considerable  risk.    Transplant  centers  have 
had  to  absorb  significant  increases  in  costs  without  knowing  how  much 
they  will  be  reimbursed.    For  these  reasons,  transplant  centers  have  had  a 
difficult  time  in  establishing  their  own  charges  (not  knowing  what  the 
costs  will  be,  or  how  much  of  the  new  costs  will  be  "uncollectible"). 

To  the  extent  that  any  "regulation"  of  transplant  center  prices  needs  to 
occur,  this  should  be  accomplished  through  negotiation  and  interactions 
between  third  party  payors  and  transplant  centers,  as  is  the  case  with 
other  treatment  modalities.    This  will  need  to  evolve  over  time  and  is  not 
an  appropriate  activity  to  be  coordinated  either  by  NIH  or  the  NMDP. 
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17.    Senator  Hatch:     Has  NIH  met,  or  will  it  in  the  future,  meet 
with  private   insurance  companies  to  encourage  them  to  consider 
broader  coverage  of  both  transplants  and  searches  for  donors? 
If  not,  why  not? 

Dr.  Graves:  Recent  studies  indicate  that  a  marrow  transplant  is  at  least  as 
cost  effective  as  more  traditional  forms  of  therapy  for  some  blood  diseases. 
For  other  conditions,  alternative  therapy  may  not  be  available. 

NIH,  a  research  organization,  does  not  have  much  interaction  with  third 
party  payors.    To  our  knowledge  they  have  no  "agreements"  with 
insurance  companies  (similar  to  HCFA)  and  since  federal  contract  funds  are 
not  to  be  used  to  subsidize  patient  care  services  (other  than  direct 
payments  for  HLA  typing)  provided  by  hospitals,  the  NIH  has  no  apparent 
mechanism  or  leverage  for  influencing  insurance  companies. 

The  NMDP,  in  concert  with  its  member  centers,  has  developed  and  is 
implementing  a  plan  to  educate  insurance  companies  and  other  third  party 
payers  about  the  clinical  efficacy  of  unrelated  donor  marrow  transplants. 
This  effort  involves  meetings  with  major  insurance  plans,  providing 
current  information  to  technology  assessment  panels  and  publishing  a 
report  on  the  current  status  on  unrelated  donor  marrow  transplantation. 

Increasingly,  insurance  companies  and  other  third  party  payers  have 
recognized  the  efficacy  of  unrelated  donor  marrow  transplantation, 
providing  coverage  for  at  least  a  portion  of  the  costs  associated  with  this 
procedure.    The  Blue  Cross-Blue  Shield  Association,  Medicare,  CHAMPUS 
and  many  state  Medicaid  programs  now  provide  coverage  for  unrelated 
donor  marrow  transplants. 

A  survey  of  NMDP  participating  transplant  centers,  conducted  in  the  fall  of 
1989,  suggested,  however,  that  tremendous  variability  exists  among 
insurance  companies  as  to  whether  coverage  will  be  provided  for  certain 
services  essential  to  performing  an  unrelated  donor  marrow  transplant. 
Mj^ny  centers  reported  that  services  associated  with  patient-directed  HLA- 
DR  typing,  related  lab  tests  and  the  medical  evaluation  of  prospective 
donors  are  routinely  denied.    A  number  reported  claims  also  being  denied 
for  the  harvesting  and  transport  of  marrow  even  though  coverage  might 
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be  provided  for  the  actual  transplant  and  follow-up  care.    (Unrelated  donor 
expenses  usually  are  about  10%  of  the  total  cost  of  a  transplant.  The 
majority  of  the  costs  are  associated  with  the  engraftment  period.) 

Of  course,  the  failure  to  provide  coverage  or  a  severe  limitation  of  benefits 
results  in  the  shifting  of  transplant  costs  to  the  patient  or  patient's  family. 
This  is  devastating  for  a  family,  already  rocked  by  the  emotional  trauma  of 
a  life-threatening  disease. 

NMD?  continues  to  make  every  effort  to  offer  information  and  seek  open 
communication  with  third  party  payors? 


18.     Senator  Hatch:     We  have  heard  that  donor  centers  have 
inadequate  resources  to  cover  the  costs  of  blood  typing.  Please 
comment  on  the  feasibility  of  making  federal  funds  available  for 
this  purpose.     How  much  would  it  cost  and  would  the  cost  be 
justified   by   potential  benefits? 

Dr.  Graves:    For  NMDP's  fiscal  year  beginning  May  1.  1990,  $810,000  has 
been  budgeted  to  five  of  NMDP's  70  donor  centers  for  recruitment  of  blood 
donors  as  NMDP  volunteer  donors.    Many  more  centers  could  efficiently 
recruit  marrow  donors  through  the  same  process  if  more  funds  were 
available.    NMDP  has  been  pleased  with  the  effectiveness  of  this  process 
for  recruitment. 

It  should  also  be  noted  that  many  donor  centers  have  stretched  beyond 
reasonable  limits  to  try  to  accommodate  the  growth  of  the  Program  and 
respond  to  potential  volunteers.    Many  centers  have  long  waiting  lists  of 
potential  donors;  some  have  stopped  taking  names.    Lab  personnel  have 
donated  thousands  of  hours  and  yet,  many  donor  center  labs  are  facing 
huge  deHcits  in  costs  from  HLA  typing.   For  example,  Puget  Sound  Blood 
Center,  without  including  overhead,  reports  a  $125,000  deficit  for  typing  of 
NMDP  donors  and  has  another  1500  samples  frozen  (volunteers  who  have 
given  blood  samples  not  yet  HLA  typed  or  added  to  NMDP's  registry  to  be 
searched  by  patients),  waiting  for  more  funds  to  become  available 
internally  or  externally. 
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While  the  rapid  growth  of  NMD?  has  strained  many  donor/blood  centers,  it 
should  be  noted  that  many  of  the  centers  have  also  seen  a  dramatic 
increase  in  platelet  and  blood  donors  from  volunteers  first  recruited  for 
the  NMDP.   This  is  surely  one  of  the  most  positive  side  effects  of  the 
Program. 

As  the  NMDP  has  reported  on  numerous  occasions,  the  ability  to  attract 
new  donors  willing  to  have  their  names  added  to  the  registry  has  not  been 
a  problem.    On  the  other  hand,  raising  sufficient  funds  to  completely  HLA 
type  new  donors  has  been  difficult.    The  challenge  to  raise  contributed 
dollars  to  support  typing,  while  supported  actively  by  the  NMDP,  its 
V  recruitment  organizations  and  donor  centers,  unfortunately  falls  too  often 
on  the  shoulders  of  parents  and  others.    NMDP  estimates  that 
approximately  $32  million  -  in  today's  dollars  -  is  necessary  to  increase 
the  size  of  tiie  registry  to  our  next  goal  of  250,000  volunteer  donors.  A 
registry  of  this  size,  multiplied  by  cooperative  relationships  with  other 
countries,  will  be  necessary  to  begin  offering  the  hope  of  a  matched 
unrelated  donor  to  significantly  more  patients  in  need  than  is  now 
possible. 

(Please  see  Attachments  G  &  H,  NMDP  system  resources  and  goals.) 
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P.  02 
AtCachment 


April  21,  1990 


The  Honorable  Vic  Fazio 
united  states  Congress 
Washington,  DC  20515 

Dear  congressman  Fazio, 

I  have  just,  completed  m; 
Technology  Assessment  (OTA) 
Harrow  Transplants  in  the 
a  Patient  Perspective". 

The  OTA  report  con.ti 
attempted  to  descrihefUxiS 
did  help  ma  better  clar^' 
National  Marrow  Donbr'-'Pri„ 
Registry  (AR) .  The,.princjl 
attendant  probl^a.  "  "^^ 


Heart  of  ffl((i 
rey  Harris  A V 


the  Office  of 
ad,  "Unrelated  Bone 
ta^ejS]    Policy  issues  from 
9d, comments  are  enclosed. 


accuracies  which  X  have 
However,  the  report 
which  separata  the 
d  the  American 
sstr^^^^Cjii^  focus  and  its 


rl'ca  BMSR^was  establi's^j^as  a  memorial  to 
Jeffrey  Harris /l^whbse  picture  you  see.  oiirtais  page.    We  at 
Heart  of  Amerioa^JMDR  understand  the/patient ' s  perspective. 
When  we  began  ou^rTJourBey.^ntp^unjr^ated  bone  marrow 
transplantation  M^Syirai^go i%±h9g^  were  no  donor  centers 
and  the  NMDP  was  avdre«nv^.ijfair  16  year  old  son  faced 

all  the  obstacles   liidln'g'fa/idbno]^^  present  and  ha  died 
before  a  donor  coul'd,?;^"  - 


The  American  Reg: 
clearly  desire  the  pa 
established  procedures 
As  a  founding  member  o 
America  bmdr  Is  very 
that  focus.-  However 
with  that  focus  am 
terminate 


Is  clearly  patient  focused.  They 
t^perspectlve  and  they  have 
"ensure  that  perspsotlve  Is  primary. 
,e  ABerlean  Registry,  Heart  of 
lllaf  with  the  arguments  supporting 
ame  Increasingly  uncomfortable 
18  months  ago,  decided  to 
with  the  American  Registry  and 
~  Marrow  Donor  Program. 


affiliate  wit 

Our  daclsicml^SlSBMS^MDP  was  based  on  our  concern 
for  the  donor.   JmS^^SB&brAees  the  cause  of  the  patient, 
the  donor's  inte^st^Snioften  overlooked  and  the  rislcs 
minimized.    We  at  Heart  of  America  BMDR  Icnew  the  value  of  the 
donor's  gift.    we<^ant~t<!rprotect  the  donor's  interest.  It 
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Is  a  truly  remarkable  9l£t  which  donors  provide,  the  gift  of 
life.    He  must  ensure  that  the  donor  Is  provided  ample 
opportunity  to  understand  the  process  which  ha  or  she  is 
agreeing  to  undergo.    We  must  minimize  any  risk  to  the  donor 
and  ensure  that  the  donor  Is  in  good  health.    The  donor 
deserves  the  right  to  malie  an  Informed  decision  without 
coercion.    It  is  for  these  reasons  that  Heart  of  America  BMDR 
believes  that  all  donor  centers  must  adhere  to  the  standards 
developed  by  the  National  Marrow  Donor  Program. 

I  believe  that  the  solution  which  will  eliminate  the 
differences  between  the  National  Marrow  Donor  Program  and  the 
American  Registry  include  the  following:    all  donor  centers 
participate  In  the  National  Marrow  Donor  Program  to  ensure  a 
donor  focus;    a  patient  advocacy  function  be  established  to 
ensure  a  patient  focus;    and,  a  forum  be  established  to 
ensure  public  discussion  of  issues. 

Congressional  support  of  the  National  Marrow  Donor 
Program  has  been  essential  to  the  growth  of  unrelated  bone 
marrow  transplants  in  the  United  states,    without  that 
continued  support  we  could  not  function  as  we  do  today. 
Heart  of  America  BMDR,  as  the  largest  donor  center  in  the  . 
United  States,  is  very  aware  of  the  increasing  business 
issues  which  require  financial  solutions.    We  have  provided 
14  donors  in  the  past  several  months,  a  number  that  will 
continue  to  grow.    It  would  be  a  significant  tragedy  to  allow 
the  patient  focus  of  the  American  Registry  to  detract  from 
the  success  of  the  NMDP  and  the  more  than  300  patients  who 
have  been  provided  the  gift  of  life  through  the  NMDP. 

If  you  have  any  questions,  you  oan  reach  the  Heart  of 
America  BMDA  at  (816)333-0305. 


sneloaur* 


189 


04>24/90  03:33       _HEART  OF  AMERICfi  mm  REGISTRY  p  ^ 


HEART  OF  AMERICA  BONS  MARROW  DONOR  REGISTRY 

commants  on 

Offic«  of  Technology  Assessment  Report: 

"Unrelated  Bone  Marrow  Transplants  in  the  united  states: 
Policy  issues  from  a  Patient  Perspective" 


Ref :  comments : 

Page  2       The  American  Registry  is  identified  as  having 

28,500  donors.    The  NMDP  has  monthly  status  reports 
identifying  the  number  of  donors  per  donor  center. 
I  believe  the  AR  figure  is  too  high  and  should  be 
substantiated  as  is  the  NMOP  figure. 

Fag«  2       The  AR  is  identified  as  having  direct  access  to 

100,000  donors  in  foreign  registries.    This  is  also 
true  for  the  NMDP.    However,  the  NMDP  has  formal 
agreements  with  several  international  groups  with 
several  more  in  the  development  stage. 

Page  2       It  is  stated  that  there  are  us  medical  centers  that 
perform  bone  marrow  transplants  but  are  not 
currently  approved  by  the  NMDP.    Is  this  number 
significant?    Have  they  applied  and  been  turned 
down?    This  statement  is  anecdotal  without  more 
detailed  information. 

Page  2       it  is  stated  that  the  medical  center  determines  how 
the  search  will  be  conducted,    in  reality,  the 
patient,  the  primary  care  physician,  and  the 
transplant  canter  work  collaboratively  to  find  a 
donor.    Speaking  from  my  own  experience,,  we  (my 
wife  and  1}  determined  how  we  would  search,    it  is 
clearly  Incorrect  to  state  that  the  transplant 
center  determines  this  activity. 

Page  2       it  is  stated  that  the  price  of  searching  varies  by 
transplant  center  even  though  the  transplant  center 
is  "minimally  involved.    This  statement  is  patently 
false.    The  author  clearly  has  no  understanding  of 
the  services  provided  by  the  transplant  center. 
Moat  transplant  canters  have  staffs  dedicated  to 
coordinating  their  patients'  search  activities 
which  include:    obtaining  information  required  for 
processing  the  search;  coordinating  with  insurance 
carriers;  processing  the  weekly  search  updates  and 
OR  typing  results;  coordinating  MLC  samples; 
coordinating  marrow  collection  and  delivery; 
providing  billing  information;  and,  a  host  of  other 
related  activities.    To  state  that  these  servlcas 
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are  provided  by  the  NMDP  or  AR  is  simply 
inaccurate . 

Page  3      The  statement  which  begins,  "In  some  cases,  the 
difference..."  Is  pointless. 

Page  a       it  is  stated  that  finding  a  matched  donor  must  ^ 
require  less  than  a  heroic  effort.    Xn  fact,  most 
transplants  do  require  less  than  a  heroic  effort.  ^' 
But  for  some  patients.  It  will  always  be  the  case 
with  current  technology  that  a  heroic  effort  will 
be  needed.    We  are  still  early  in  the  development 
of  a  national  resource.    Most  of  our  donors  are 
Involved  because  of  patients  sharing  their  needs. 
It  takes  a  clearly  demonstrated  need  to  motivate 
roost  people  to  consider  the  type  of  contribution 
that  we  are  requesting.    Heroism  Is  not  necessarily 
a  bad  thing,    in  my  own  experience,  going  to  the 
public  to  find  a  donor  for  our  son  was  a  very 
positive  experience  in  the  midst  of  very  difficult 
days. 

Page  5       It  is  stated  that  the  AR  Immediately  accesses  the 
foreign  registries,    z  do  not  believe  this  is  a 
true  statement.    The  Anthony  Nolan  requires  a 
search  fee  as  do  some  of  the  other  European 
Registries.    The  search  is  only  completed  when  the 
AR  submits  the  search  fee.    Both  the  NMDP  and  AR 
have  essentially  the  same  Issues  to  deal  with  in 
Europe.    The  NMDP  is  working  with  the  European 
Registries  to  automate  the  search  process  without 
the  associated  search  fees. 

Page  6      Again  It  is  stated  that  the  three  major  foreign 
registries  are  simultaneously  searched.    That  is 
not  true. 

Page  6       The  second  paragraph  discusses  the  differences  in 
transplant  center  criteria.    As  a  service  to 
patients  and  physicians  in  our  community,  Heart  of 
America  provides  Information  on  differences  In 
transplant  criteria,  some  of  the  options  available, 
transplant  literature,  available  resources 
(Including  the  AR),  and  other  important 
information.    The  primary  care  physician  is  the 
appropriate  place  for  this  information  to  come 
together.    It  is  inappropriate  to  ask  a  transplant 
center  to  refer  patients  to  another  protocol  when 
that  center  may  not  agree  with  the  other  protocol. 
But  in  practice,  patients  are  often  transferred 
between  transplant  centers.    Perhaps  the  NMDP 
should  formalize  this  process. 


The  appropriate  place  for  this  type  of  counseling 
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Is  th«  NMD?  and  not  tha  transplant  centars.  Tha 
NMDP  is  taking  stapa  to  craate  a  patlant  ombudsman 
position. 

Page  6       It  is  statad  that  soma  patiants  hava  bad  matcbas 
accaptable  to  unapprovad  cantars  but  unabla  to 
sacura  tbe  donor.    Tbls  is  not  trua.    Sinoa  only 
approved  transplant  cantars  can  accass  tba  NMOP, 
only  tbay  would  know  tbe  axistanca  of  potential 
donors  who  natch  thair  criteria,    since  this 
information  is  not  provided  to  anyone  alssi  it  is 
not  possible  for  a  patient  to  know  of  tba  existence 
of  a  donor  who  might  match  an  unapproved  center's 
protocol . 

Page  6       The  anecdotal  information  concerning  the  "six 

antigen"  match  is  falsa.    Since  the  author  tells  us 
that  tbe  donor  required  DR  typing,  then  a  six 
antigen  match  is  not  possible  since  a  six  antigen 
match  would  include  DR  typing.    Perhaps  tbe  author 
could  explain  this  situation.    The  patient  has  no 
way  of  knowing  that  such  a  donor  existed  if  it  is 
in  tba  NMDP.    in  addition/  tbe  transplant  centers 
do  not  have  access  to  donor  center  files. 

While  the  patient's  desires  are  an  important  part 
of  tba  process,  there  are  28  approved  centers  from 
which  to  choose,    certainly  the  majority  of 
patients  will  require  some  Inconvenience  in 
choosing  an  approved  center,    such  choices  are  not 
unreasonable  when  the  purpose  of  approving  canters 
is  considered.    Most  parents  desire  the  bast  of 
care  for  their  children.    The  approval  process  of 
the  NMDP  ensures  that  the  center  meets  minimal 
standards  for  non-related  transplants. 

Page  7       It  is  stated  that  a  patient  need  not  be  affiliated 
with  any  particular  transplant  center  to  initiate  a 
^         search  with  tbe  AR.    in  fact,  a  patient  can 

initiate  a  search  with  the  AR.    Tbe  patient  is  then 
aware  of  the  existence  and,  in  many  cases,  the 
location  of  tbe  donor.    This  is  clearly  a 
violation  of  the  donor's  right  to  privacy.    It  is 
also  an  intrusion  on  the  donor's  right  to  make  an 
Informed  decision  without  coercion.    Heart  of 
America  has  been  contacted  vary  recently  by  a 
patient  whose  search  Is  being  coordinated  by  the  AR 
who  wanted  to  DR  type  potential  donors. 

Clearly,  tbe  patlant  is  not  in  a  position  to 
detaroine  whether  a  transplant  is  appropriate,  in 
very  many  cases,  the  primary  care  physician  is  not 
equipped  to  make  that  determination.    In  general,  a 
patient  is  referred  to  a  transplant  center  and  that 
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c*nt«r  will  datarolne  the  patient's  allglblllty  £or 
thslr  csnten  transplant  protocol,    Tharefore,  It 
is  the  transplant  center  that  should  initiate 
search  requests.    The  problem  of  delays  in 
searching  for  donors  often  lies  with  the  extended 
delay  in  referring  patients  to  transplant  centers. 
Primary  care  physicians  can  best  service  their 
patients  by  making  immediate  referrals  at  diagnosis- 
even  though  the  final  decision  may  not  include 
transplantation. 

The  AR's  method  of  searching  still  leaves  the 
patient  with  the  problem  of  finding  a  bed  in  tine, 
determining  the  appropriate  transplant  center  based 
on  the  best  available  match,  and  all  the  other 
issues  that  are  involved  with  this  selection. 

Page  8       The  figures  used  by  the  author  (ie,  20  US 
transplants  and  as  many  as  110  in  foreign 
countries)  are  simply  false.    The  AR's  figures  for 
foreign  countries  account  for  nearly  the  total  of 
all  transplants  completed  outside  the  U8.  Since 
most  of  the  donors  have  come  from  the  Anthony  Nolan 
for  transplants  in  Sngland,  this  information  is 
merely  anecdotal. 

In  the  us,  the  NMOP  has  found  donors  for  more  than 
300  patients  in  slightly  more  than  two  years.  The 
AR's  figure  of  20  in  four  years  is  the  appropriate 
comparison.    Heart  of  America's  experience  is 
significant,    in  three  years  as  part  of  the  AR,  we 
completed  three  transplants.    In  the  past  six 
months  with  NKDP,  we  have  completed  11  transplants 
with  10  more  donors  in  final  workup.    The  reasons 
are  many  but  not  least  among  them  is  the 
expeditious  method  of  finding  the  donors  and  the 
services  that  NMDP  provides.    With  24  hour  response 
to  search  requests,  the  transplant  center  is 
positioned  to  counsel  their  patients  very  quickly. 

Page  8      The  author  states  that  Heart  of  America  joined  the 
NMOP  during  the  past  year,    our  letter  of  agreement 

with  NOMP  was  signed  in  December  1988.  That 
agreement  was  the  result  of  nearly  a  year  of 
working  out  details  and  becoming  familiar  with  NMD? 
operations.    The  NMDP  was  most  courteous  and 
helpful  during  this  entire  process.  The  KKDP  has 
its  own  problems  and  several  will  require  national 
level  solution,  but  the  program  is  working  very 
well  as  evidenced  by  the  volume  of  transplants 
being  performed  now  -  29  per  month. 

The  New  Jersey  Registry- joined  the  nmop  in 
February,  1988. 
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Page  a       The  author  states  that  the  procedures  In  both  the 
NMDP  and  the  AR  are  similar  and  require  about  four 
nonthB  to  process  a  search  £roin  end  to  end.  This 
statement  Is  not  true.    The  procedures  are  vary 
different  and  the  NMDP  has  provided  several  donors 
in  far  less  time  than  four  months.    Once  again  the 
author  has  stated  as  fact  information  for  which  he 
has  no  substantial  evidence.    One  of  the  most 
Important  reasons  for  our  decision  to  affiliate 
with  the  NMDP  was  the  difference  in  procedures. 
The  NMDP  is  clearly  donor  focused  and  its 
procedures  protect  the  interests  of  the  donor.  The 
NMDP  transplant  center  procedures  ensure  the  best 
of  care  for  the  patient.    The  AR  is  clearly  patient 
focused.    As  donor  centers,  we  must  be  donor 
centered.    The  transplant  centers  are  the  natural 
advocates  for  the  patient.    While  a  patient 
ombudsman  is  appropriate  for  the  NMDP  (and  one  will 
soon  be  appointed),  there  must  exist  natural 
advocates  for  all  parties  involved  in  the  process. 

Page  8       The  author  states  that  a  minority  of  donors  in  both 
AR  and  NMDP  are  OR  typed.    This  is  a  comparison  of 
apples  to  oranges.    The  NMDP  has  more  OR  typed 
donors  than  the  ar  has  donors,    in  several  cases, 
patients  have  found  exact  matches  on  the  initial 
search.    While  the  number  of  DR  typed  donors  must 
expand  in  order  for  the  process  to  become  more 
effective,  the  NMDP  is  OR  typing  several  thousand 
donors  each  year,    in  fact,  Heart  of  America  has  OR 
typed  more  than  two  thousand  donors  during  the  past 
14  months  as  part  of  the  NMDP  (while  DR  typing  only 
400  donors  in  the  previous  four  years  as  part  of 
tho  AR) . 

Page  9       The  author  states  that  the  AR  will  continue  with 
formal  evaluation  based  on  the  attending' 
physician's  determination.    In  most  cases,  the 
attending  physician  !■  not  qualified  to  determine, 
if  a  patient  is  a  transplant  candidate.    In  many 
cases  the  attending  physician  knows  that 
transplantation  is  the  therapy  of  choice,  but  the 
transplant  center  will  make  the  determination  of 
eligibility. 

Pag«  9       The  author  states  that  DR  typing  requires  304  weeks 
in  the  NMDP  and  2-6  weeks  in  the  ar.    While  the 
NMDP  figures  are  average,  the  AR  figures  are 
misleading.    The  nmoP  tracks  the  time  required  for 
DR  typing.    Perhaps  the  ar  can  produce  comparable 
tracking  figures  to  substantiate  the  2-6  weeks. 
There  are  several  cases  in  which  the  AR  has  been 
more  than  a  year  in  obtaining  the  required  or 
typing. 
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Page  9       The  author  states  that  in  the  AR,  the  patient's 

transplant  center  arranges  for  marrow  procurement. 
This  is  clearly  a  conflict  of  interest,    in  the 
NMDP,  this  is  not  allowed.    Only  approved  harvest 
centers  can  procure  narrow.    This  is  done  to 
protect  the  rights  of  the  donor  and  to  ensure  that 
the  donor  is  no  being  asked  to  take  unnecessary 
risks.    To  allow  the  transplant  center,  which  will" 
benefit  through  a  procedure  which  costs  more  than  , 
$100,000  to  provide  appropriate  counsel  to  the 
donor  is,  in  my  opinion,  an  unethical  situation. 
Heart  of  America's  Medical  Director  counsels  all 
prospective  donors  including  a  medical  evaluation 
of  the  donor.    Our  Medical  Director's  primary 
concern  is  for  the  donor. 


Page  10      it  is  stated  that  all  NMDP  approved  transplant 

centers  require  demonstration  of  insurance  coverage 
or  an  ability  to  pay  before  a  formal  search  is 
initiated.    The  AR  also  requires  the  same.  The 
difference  is  in  terminology.    The  AR  requires,  for 
the  most  part,  payment  for  DR  typing  before  the 
typing  is  completed  (or  approved  insurance 
coverage).    That  is  essentially  the  same  as  the 
formal  search  in  the  NMDP, 

Page  11     It  is  stated  that  the  infectious  disease  marker  la 
performed  by  the  transplant  center.    The  infectious 
disease  marker  is  performed  by  the  donor  center. 


Page  11     The  author  states  that  charges  are  levied  against 
the  transplant  center  which  passes  these  along  to 
the  patient  with  a  small  administrative  fee  while 
others  add  on  thousands  of  dollars.    This  statement 
is  extremely  inaccurate  and  misleading.    As  stated 
elsewhere,  the  transplant  centers  provide  several 
services  for  their  transplant  patients.  '  The 
patient  Is  billed  for  these  sarvlcas.    While  the 
NMDP  Coordinating  center  provides  many  services, 
they  do  not  provide  the  same  services  as  the 
transplant  center.    ?or  example,  the  NMDP  does  not 
perform  MLC's,  coordinate  with  patients  to  ensur* 
blood  l8  available  for  testing,  coordinate  with 
insurance  companies  for  same,  track  results  by 
donor,  or  many  other  transplant  related  activities. 
At  some  transplant  centers  there  may  be  400  or  more 
patients  for  whom  searches  are  in  progress. 
Clearly,  tracking  all  of  the  patients  and  the 
search  results  and  coordinating  the  activities 
associated  with  finding  a  suitable  donor  are 
complex  and  time  consuming  and  the  transplant 
center  must  be  reimbursed  for  such  activities. 


Page  12     The  author  provides  examples  of  the  fees  charged  by 
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transplant  canters  and  usts  th«  tern  idmlnlstratlve 
costs.    First,  the  so-called  administrative  costs 
are  fees  for  services,    second,  the  variation  in 
transplant  center  charges  Is  reflective  of 
different  patient  loads,  different  services 
provided,  and  the  uniqueness  of  that  center's 
blllinv  system. 

?age  12     Throughout  the  discussion  of  patient  costs  related, 
to  NMDP  searches,  the  author  uses  the  term 
administrative  fee.    I  object  to  this  term  inasmuch 
as  It  suggest  a  fee  for  which  services  are  not 
performed.    That  is  not  the  case  as  is  described 
elsewhere.    The  fees  charged  by  transplant  centers 
above  and  beyond  the  NMDP  fees  are  for  the  services 
provided  by  the  transplant  center. 

Page  13     The  AR's  charge  of  $300  for  any  search  is 

significantly  higher  than  the  free  preliminary 
search  provided  by  the  NMDP.    While  the  ar  charges 
$175.00  per  DR  typing,  the  quality  of  the  DR  typing 
must  be  addressed.    The  laboratories  used  by  the  AR 
for  DR  typing  are  not  ASHI  accredited  and  their 
error  rates  and  ability  to  obtain  splits  are 
inferior  to  the  NMDP  contract  laboratories.  While 
the  cost  may  be  initially  lower,  the  cost  in  lost 
time  when  typing  Is  Incorrect  could  be  lost  lives. 

The  harvest  associated  costs  of  the  AR  do  not 
include  the  services  provided  by  the  NNDP.  in 
addition,  the  harvest  costs  vary  significantly  by 
area  of  country.    If  only  20  transplants  have  been 
completed  over  the  four  years  of  its  existence,  Z 
must  question  the  validity  of  the  figures 
(especially  since  the  AR  sends  the  donor  off  to  the 
transplant  center  for  harvest),    while,  In  the 
final  analysis,  the  cost  may  be  lower  through  the 
AR,  It  cannot  outweigh  the  services  provided  by  the 
NMDP  for  the  donor  and  the  patient. 

The  statement  that  the  AR  requires  that  no 
administrative  fee  be  added  by  the  transplant 
center  is  untrue.    The  transplant  center,  as 
described  elsewhere,  performs  a  variety  of  search 
related  services  and  they  will  charge  for  those 
servloas  regardless  of  what  the  AR  claims. 

Page  13     The  author  states  that  permanent  centers  are 

logically  blood  centers .    This  statement  is  not 
true.    Heart  of  America  is  the  largest  single 
source  of  donors  in  the  United  states  and  is  not  a 
blood  center. 


Page  14     It  is  stated  that  donor  centers  are  now  interested 
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In  racrultlng  donors  but  have  no  money  for  typing. 
KowBvar,  the  NMOP  has  grown  significantly  in  the 
past  year  (by  70,000  donors).    Funding  for  this 
typing  has  cone  through  fund  raising  activities, 
foundations/  and  payment  by  donors.    It  is  a  major 
misconception  that  families  of  patients  pay  for 
these  typings,    in  several  cases,  families  do 
contribute  but  the  most  significant  portion  of 
funding  comes  from  outside  the  families.  For 
example,  we  just  completed  a  donor  drive  in  Chicago 
which  resulted  in  1455  new  donors  being  added  to 
the  NMDP.    The  cost  of  all  typing  is  being  paid  for 
by  a  us  corporation.    In  fact,  nearly  all  of  Heart 
of  America's  17,000  donors  have  been  typed  through 
contributions  of  the  type  mentioned  above. 

The  need  for  federal  funding  for  donor  recruitment 
is  a  very  different  issue  than  described  by  the 
author.    There  is  significant  public  concern  that 
the  NMDP  reach  its  goal  of  250,000  donors  rapidly 
and  to  DR  type  those  donors.    To  do  this  In  a  short 
time  frame  will  require  funding  above  that  which  we 
can  obtain  with  the  fund  raising  methods  currently 
used. 

Page  15     Contrary  to  the  statement  that  donors  are  also 
asked  to  become  part  of  the  national  registry, 
Heart  of  America  requires  that  potential  donors 
become  part  of  the  NMDP.    We  simply  will  not  type  a 
person  who  wishes  to  become  a  donor  for  a  specific 
patient.    When  such  cases  arise,  we  will  help  make 
arrangements  for  that  person  so  they  can  be  typed, 
but  will  not  include  then  in  our  community  drives 
nor  pay  for  their  typing. 

Page  15     The  author  states  that  the  major  beneficiary  of  the 
Llfesavers  sponsored  drives  is  the  NMDP  itself,  i 
.  find  this  statement  to  be  irresponsible.  Clearly, 
the  major  beneficiary  of  LifeSavers  sponsored 
drives  are  the  thousands  of  patients  who  need  a 
bone  marrow  transplant. 

To  claim  that  the  patient  may  bear  the  cost  of  a 
donor  drive  is  to  distort  the  entire  process. 
Patients  and  their  faoilies  do  contribute 
significantly  to  this  process.    Their  presence 
helps  ensure  that  people  will  respond.    They  are 
actively  participating  in  a  war  against  their 
disease,  which  may  be  the  first  positive  experience 
many  patients  have.    That  was  certainly  true  when 
we  were  looking  for  a  donor  for  our  son.    By  the 
way,  we  did  not  spend  a  single  penny  of  our  own 
money  on  typing  donors. 
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Pa;e  IS     The  last  paragraph  Hate  soma  of  tha  potential 

problems  with  community  drives.    To  aay  that  the 
world  Is  not  perfect  does  nothing  to  Improve  it. 
We  have  experienced  many  of  the  problems  identified 
but  we  have  learned  how  to  overcome  them,  our 
donors  are  well  informed,  the  screening  is 
effective,  and  they  are  not  signing  up  for  a 
specific  patient.    The  issues  described  are  simply-' 
problems  which  can  be  solved  and  are  being  solved.  , 

Page  16     The  author  states  that  the  financial  burden  falls 

on  the  private  sector  and  specifically,  on  patients 
and  their  families.    This  statement  is  true  in  that 
the  private  sector  is  the  source  of  funds  for 
typing  but  it  is  patently  untrue  that  the  burden 
falls  specifically  on  patients  and  their  families, 
in  the  ease  of  Heart  of  America,  more  than  90%  of 
all  contributions  for  typing  have  come  from  sources 
other  than  patients  and  their  families.  Perhaps 
the  author  can  provide  more  detail  on  his 
information  sources.     (Perhaps  the  more  Important 
issue  Is  that  patients  and  their  families  should 
not  have  to  assume  more  than  their  share  of  the 
burden . ) 


Page  16     The  author  states  that  transplant  centers  can  only 
effectively  serve  patients  with  chronic  illness  and 
not  acute  leukemias,    This  is  a  false  statement. 
While  the  lack  of  DR  typing  can  adversely  impact  a 
potential  transplant,  it  is  only  one  of  the 
problems,    initiating  searches  for  disaaees  which 
can  be  effectively  treated  by  transplantation  early 
in  the  disease  course  continues  to  be  a  major 
problem,    patients  are  being  referred  to  transplant 
centers  only  when  all  else  falls.    Patients  are 
less  than  good  candidates  for  transplant  when  that 
happens.    In  an  ideal  world,  the  search  would  begin 
Inunedlately  (preliminary  search)  when  a  patient  is 
diagnosed  (or  early  thereafter).    Acute  leukemias 
are  being  transplanted  through  the  NMDF.    All  of  us 
would  Ilka  to  see  more  DR  typed  donors.  The 
process  will  work  much  better  and  be  faster  if  that 
were  true.    We  are  looking  at  different  ways  to 
obtain  that  goal. 

Page  le     The  author  states  that  the  public  may  be  expecting 
the  NMDP  to  be  performing  a  patient  advocacy  role 
and,  further,  that  the  AR  is  clearly  in  the  patient 
advocacy  role.    First,  does  the  public  expect  the 
I^P  to  serve  the  role  as  patient  advocate?    I  do 
not  believe  this  is  the  case.    But  I  do  believe 
that  the  public  expects  a  patient  service  function 
(ie,  information,  help  with  problems,  etc.).  The 
AR's  position  is,  in  my  opinion,  a  clear  conflict 
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Of  Interest.    The  AR  recruits  donora,  matches  them 
with  patients  and  delivers  the  donor  for  harvest 
all  from  the  patient's  perspective.    The  donor 
faces  risks  and  Is  expressln?  a  significant  desire 
to  perforin  an  altruistic  function.    Zt  is  the  donor 
who  needs  to  be  protected.    It  is  the  donor  who 
needs  an  advocate,    who  cares  for  the  donor  in  the 
AR?    Should  that  be  left  to  an  organization  that  is* 
clearly  in  the  patient  advocacy  role?    It  is  my 
opinion  that  the  AR  should  not  be  allowed  to  handle 
donors  at  all.    They  want  to  be  in  the  patient  end 
of  the  business  and  should  move  in  that  direction. 
Those  of  us.  who  see  the  need  for  a  strong  donor 
centered  organization  should  be  in  the  Isusiness  of 
caring  for  donors. 

Page  19     The  author's  concluding  remarks  miss  much  of  the 

differences  which  separate  the  NMDP  and  the  AR.  in 
American  medicine,  the  primary  care  physician  has 
always  assumed  the  role  of  advocate  for  the 
patient.    There  are  problems  with  that  process  as 
there  are  in  all  human  endeavors,    it  is  support  of 
the  primary  care  physician  that  needs  attention. 
That  physician  should  be  positioned  to  know  what 
resources  are  available  and  the  differences  in 
available  treatments.    The  American  Cancer  Society 
is  working  on  those  problems  as  is  NIH.    In  the 
business  of  bone  marrow  transplantation,  there  are 
many  problems,    one  of  those  is  an  adequate  source 
of  donors.    The  khdp  has  done  and  continues  to  do 
an  exemplary  job  of  recruiting  new  donors.  Another 
problem  is  coordinating  between  those  performing 
transplants  and  the  donor  sources.    Again,  the  NMOP 
has  done  an  exemplary  job  of  coordinating  those 
activities,    still  another  problem  Is  providing 
services  to  patients  who  want  or  need  additional 
information  or  who  have  grievances  with  the 
process.    The  NMDP  is  only  beginning  to  deal  with 
this  probltn. 

TO  confute  the  issues  by  suggesting  that  the 
financial  and  philosophical  differences  of  the  AR 
and  NMDP  oust  be  resolved  is  to  miss  the  basic 
issues  which  separate  them.    The  NMDP  is  a  large 
national  organization  with  mors  than  100,000  donors 
performing  25  transplants  per  month.  The 
operations  of  such  an  organization  are  significant. 
Those  operations  and  services  must  be  paid  for  by 
those  they  serve.    The  AR  has  been,  for  the  most 
part,  a  volunteer  based  group  without  the  costs 
associated  with  the  NMOP.    However,  they  do  not 
provide  a  significant  service  as  evidenced  by  the 
number  of  transplants  performed  (20)  in  a  four  year 
period.    The  AR  is  a  small  organization  (about 


15,000  donors  in  member  donor  canters)  parfonnin?  a 
relatively  small  number  of  seerchee  (7-10  per 
week).    It  Is  a  slow  process  compared  to  the  NMDP's 
24  hour  response,    OR  typing  requires  the  same  slow 
response  in  the  AR  as  compared  to  NMDP.    The  two 
largest  donor  sources  (2S,000  donors)  in  the  AR 
have  left  that  organization  because  of  their 
concern  £or  the  donor. 

Finally,  from  the  patient's  perspective,  and  Z  have' 
been  the  parent  of  a  teenage  patient,  what  Is 
really  needed  Is  a  system  that  works,  that  will 
yield  a  donor  when  a  patient  needs  a  transplant. 
Like  of  much  of  medicine,  it  costs  too  much.  But 
the  alternative  is  death.    Give  me  something  that 
works . 
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April  27,  1990 


The  Honorable  Edward  Kennedy 

315  Russell  Senate  Office  Building 

Washington,  DC  20510 

Dear  Senator  Kennedy, 

Z  am  writing  to  express  my  concern  with  some  of  the  issuas 
that  have  been  raised  by  the  American  Registry  at  a  hearing  of 
your  committee  a  few  weeks  ago.     Clearly,  America  is  best  served 
when  many  voices  are  heard  in  a  public  forum.     Your  participation 
in  this  process  is  most  welcome.     And,  as  a  native  son  of 
Massachusetts,  I  encourage  your  scrutiny. 

There  is,  however,  some  misinformation  which  I  would  like  to 
bring  to  your  attention.     First  amongst  these  is  the  overriding 
issue  which  separates  the  National  Marrow  Donor  Program  and  the 
American  Registry.     On  Tuesday  evening  of  this  week,  my  wife  and 
I  met  a  donor  and  his  mother  at  the  airport  in  Kansas  City.  The 
donor  is  from  out  of  town  and  had  come  to  Kansas  City  to  be 
harvested  (that  is,  become  a  bone  marrow  donor) .     After  we  had 
ddmlLLud  Lhii  donur  to  our  harvest  center  and  driven  his  mother  to 
the  hotel,  my  wife  observed  that  these  people  had  shown  enormous 
faith  in  us  and  our  program.     They  were  willing  to  come  here, 
away  from  home,  to  be  under  the  care  of  strange  people  and 
undergo  a  significant  procedure.     Heart  of  America  BMDR  is 
dedicated  tu  caring  for  donors.     As  the  parents  of  a  child  who 
succumbed  to  leukemia,  we  recognize  the  wonderful  gift  which 
donors  provide. 

The  American  Registry  takes  the  patient's  perspective.  They 
are  organized  and  have  developed  procedures  which  ensure  the 
patient  focus.     He  believe  that  focus  is  inappropriate  for  the 
care  and  meuiagement  of  donors.     While  I  personally  commend  the 
American  Registry  on  their  goals,  there  must  be  a  distinction 
between  patient  focus  and  care  of  donors.     It  is  at  best  an 
unethical  situation  to  ask  people  to  volunteer  for  the  donor 
program  and  then  not  provide  the  safety  and  care  appropriate  for 
the  donor.     The  American  Registry  simply  turns  the  donor  over  to 
the  patient's  transplant  center,  a  center  which  will  benefit  by 
suffie  $200,000  or  more  for  performing  Uie  transplant.  Clearly, 
that  center  is  not  the  best  place  for  the  donor  to  be.  The 
potential  for  harm  to  the  donor  has  been  magnified,  and  while 
most  men  are  honorable,  the  temptation  should  never  exist. 


P.O.  Knx  9551 
Kavluwn.  Miisiiuri  M133 
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The  Medical  Director  of  Heart:  of  Aaerica  BKDR  is  foouscd  on 
the  donor.     He  will  argue  the  donor's  case  against  the  transplant 
center  and  their  case  for  the  patient.    This  natural  advocacy  for 
patient  and  donor  is  healthy. 

I  believe  it  would  be  unwise  to  support  the  American 
Registry  as  long  as  they  recruit  donors  and  do  not  have  the 
safeguards  in  place  to  protect  the  donors.     1  speak  from  my  own 
experience  as  one  of  the  founding  members  of  the  American 
Registry  and  the  first  to  join  the  National  Marrow  Donor  Program, 
Our  concern  for  the  donor  has  been  echoed  by  the  New  Jersey  HIA 
Registry  which  has  recently  left  the  American  Registry  to  join 
the  National  Harrow  Donor  Program. 

Lastly,  service  to  patients  is  best  measured  by  the  number 
of  patients  served.     The  National  Marrow  Donor  Program  has 
yielded  more  than  350  transplants  in  the  united  states  in  30 
months  compared  to  the  20  transplants  involving  theAmerican 
Registry  in  more  than  four  years. 

As  a  national  resource,  the  National  Marrow  Donor  Program  is 
young,     it  requires  the  scrutiny  of  Congress  and  the  American 
public.     There  are  problems  which  need  to  be  discussed  openly. 
At  the  same  time  we  must  base  our  discussions  and  criticisais  on 
facts.     The  patient  perspective  sometimes  clouds  the  issues 
because  we  are  all  advocates  for  those  who  suffer.    When  our  son, 
Jeff,  was  sicK,  we  wanted  something  that  works  and  there  was 
nothing.    Along  With  Bob  Graves  and  others  we  have  worked  to 
change  that.    We  have  worked  these  past  several  years  to  build  a 
program  which  all  of  us  can  embrace.     Yuur  assistance  in  making 
the  program  still  better  is  requested.     I  would  be  most  happy  to 
work  with  your  staff  on  any  of  the  Issues  which  have  been 
discussed  above  or  to  provide  you  any  additional  information  you 
may  desire. 


cc:    Ms.  Darrsll  Jodrey 
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AMERICAN  ASSOCIATION  OF  BLOOD  BANKS 

Jiuite  mu,       Norm  19;h  Street,  Adimjlftii.  Virginia  22209   (703)  520-3200   FAX;  (70;S)  S27-«03fi 


Admiral  E.R,  Zumwalt,  Jr. 
Chairman,  Board  of  Directors 
National  Marrow  Donor  Program 
1500  Wilson  Boulevard 
Arlington,  VA  2220S 


Dear  Admiral  Zumwalt: 

I  am  writing  to  reaffirm  the  AABB's  position  that  the  confidentiality  of 
individuals  recruited  as  bone  marrow  donors  must  be  preserved.    It  is  our  view 
that  patients  and  their  families  should  not  have  information  that  allows  the 
donor's  identity  to  be  revealed.    Similarly,  we  feel  strongly  that  the  donor's 
safety  must  be  preserved,  and  that  centers  that  collect  bone  marrow  must  be 
qualified  and  accredited  to  harvest  marrow. 

The  AABB  will  only  support  marrow  donor  programs  that  provide  such  donor 
confidentiality  and  safety. 


April  25.  1990 


TobyM^-  S' 
President 


cc:  Doug  Shaw,  Executive  Director 
National  Marrow  Donor  Program 
Charles  Wallas,  MO 
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Council  of  Community  Blood  Centers 


Suite  700  •  725  15th  Street.  N.W.  •  Washingtoa  O.C  20005 
(202)393-5725  •  FAX  (202)  393-1282  •  MO  ID  350-2208 


April  25,  1990 


Admiral  E,R.  Zuowalt,  Jr.  (Ret.) 
Chairman 

National  Marrow  Donor  Program 
1500  Wilson  Blvd. 
Arlington,  Virginia  22209 

'Dear  Admiral  Ztimwalt, 

As  you  are  aware  the  National  Marrow  Donor  Program  was  created  under  the 
guidance  of  the  Council  of  Commxinlty  Blood  Centers  in  conjunction  with  the 
American  National  Red  Cross  and  the  American  Association  of  Blood  Banks. 
Currently  9  of  37  CCBC  members  participate  as  NMDP  donor  centers.  Over 
16,000  donors  in  the  registry  are  associated  with  CCBC  centers. 

Our  organization  cont:inues  to  strongly  sxjpport  the  goeds  of  the  NMDP.  We 
support  the  principles  of  donor  advocacy  on  which  the  Program  was  developed 
and  would  be  opposed  to  changes  that  would  not  be  in  the  best  interest  of  the 
donors.    We  could  not  support  changes  in  the  standards  of  the  Program  that 
would  reduce  the  commitment  to  donor  confidentiality  or  increase  donor  risks. 

We  also  remain  committed  to  the  principle  of  restriction  of  access  to  regis- 
try donors  to  approved  transplant  centers  only.    The  approval  process  assures 
that  transplant  centers  use  protocols  that  expose  donors  to  the  risks 
associated  with  marrow  extraction  only  when  there  is  probable  benefit  to 
potential  recipients.    Such  oversight  is  necessary  to  balance  donor  and 
patient  advocacy. 

Our  members  feel  the  obligation  of  the  NMDP  donor  centers  is  to  inform, 
protect  and  serve  the  donors.    Our  members  edso  accept  a  responsibility  to 
respond  to  NMDP  requests  to  arrange  potential  donor  testing  and  counseling  in 
a  timely,  efficient  and  thorough  manner. 

We  feel  the  Program  has  been  very  successful  since  its  creation  because  of 
adherence  to  the  founding  principles.    We  continue  to  support  the  Program  and 
its  principles. 

Sincerely, 


Robert  G.  Chapman,  M.O. 
President 
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SPRING,  1990 


National  Organ/Tissue  Donor  Awareness  Week 


The  week  of  April  22-28  will  be  a  very 
special  week  for  you,  our  wonderful 
members.  It  has  been  designated 
National  Organ  and  Tissue  Donor 
Awareness  Week.  Although  the  number 
of  transplants  has  increased  each  year 
there  remains  a  tremendous  need  for 
additional  donors.  In  our  Fall  1989  news- 
Ex^ukeTrZor  '^tter  we  printed  the  latest  transplant 
statistics  with  16,980  persons  awaiting 
the  transplant  of  vital  organs  -  these  statistics  do  not  include 
those  persons  needing  corneas,  bone  marrow  or  skin.  We  must 
reverse  these  numbers  so  that  no  person  will  die  waiting  for 


a  second  chance  at  life!  Won't  you  please  become  Ambass- 
adors for  a  week  for  The  Living  Bank  to  help  us  identify,  regis- 
ter and  inform  more  organ  and  tissue  donors.  Who  is  more 
qualified  to  increase  our  donor  members  than  those  already 
registered  to  give  the  Gift  of  Life.  If  each  of  you  tell  just  three 
friends  or  co-workers  about  the  importance  of  organ  dona- 
tion and  those  individuals  in  turn  become  members  of  The 
Living  Bank,  what  a  wonderful  difference  it  will  make!  Let's 
all  work  together  during  the  week  of  April  22  to  educate 
Americans  on  their  opportunity  to  bring  life  to  others  and  tri- 
ple the  number  of  Living  Bank  members  during  this  very  spe- 
cial week!  Those  interested  may  call  toll-free  1-800-528-2971 
or  write  Box  6725,  Houston,  Texas  77265. 


Bone  Marrow:  The  Living  Gift  of  Life 


In  response  to  many  inquiries  about 
bone  marrow  donation  received  from 
Living  Bank  members,  we  have  reprinted 
the  following  article  from  The  National 
Marrow  Donor  Headquarters. 

The  National  Marrow  Donor  Pro- 
gram is  an  exciting  new  medical  option 
for  patients  suffering  from  leukemia, 
aplastic  anemia  and  some  other  blood 
disorders.  NMDP  is  a  federally  funded, 
international  effort  to  build  and 
operate  a  registry  of  volunteers  willing 
to  donate  bone  marrow,  if  matched  with 
a  recipient  needing  a  transplant.  The 
chance  of  finding  a  donor  who  matches 
a  patient's  tissue  typing  is  estimated  at 
one  in  20,000. 

15-20  unrelated  bone  marrow  trans- 
plants are  currently  being  performed 
each  month  in  the  United  States.  NMDP  donor  searches  began 
in  the  fall  of  1987.  The  first  transplant  was  performed  in 
December  1987,  the  100th  in  March  1989  and  the  200th  in 
October  of  1989.  NMDP  has  now  facilitated  over  230 
transplants  and  some  fi-om  the  very  special  contributions  of 
its  volunteers. 

In  an  effort  to  offer  hope  to  more  Americans,  NMDP  con- 
tinues to  broaden  its  appeal  for  donors.  The  larger  the  donor 
pool,  the  better  chance  of  finding  "the  living  gift  of  life",  the 
miracle  match  for  every  patient. 

Volunteer  donors  must  be  in  excellent  health  and  between 
the  ages  of  18  and  55.  After  a  simple  blood  test,  the  donor's  typ- 
ing is  entered  in  the  NMDP  computers.  If  found  to  be  the  mir- 
acle match,  the  donor  is  asked  to  give  of  his  time  and  comfort  for 
a  few  days  to  offer  the  living  gift  of  life  to  a  special  person,  some- 
where in  the  world,  whose  typing  he  matches. 

Marrow  is  aspirated  by  needle  from  the  donors  hip.  It  will 
be  replenished  by  the  body  in  about  two  weeks.  The 


Two  year  old  Shaina,  shown  with  her  family,  received 
an  unrelated  marrow  transplant  as  a  baby  and  her 
mother  was  an  unrelated  donor  last  winter. 


retrieved  marrow  is  immediately  trans- 
ported to  the  patient's  location  and 
given  to  the  patient  like  a  blood  transfu- 
sion. The  patient  has  been  undergoing 
extreme  chemotherapy  to  deplete  dis- 
eased marrow.  During  the  four  to  six 
weeks  following  the  transplant,  the  new 
marrow  regenerates  itself,  filling  the 
patient's  bones  with  healthy  fluid,  which 
fuels  a  new  system  of  non-diseased 
blood.  Preliminary  blood  typing  tests 
cost  around  $75  and  NMDP  is  also 
soliciting  private  funds  to  assist  with  the 
cost  of  typing  those  willing  to  become 
marrow  donors.  Donor  recruitment 
groups,  patient  families  and  fi:iends  have 
all  become  involved  in  working  to  raise 
the  funds  necessary  to  add  more 
volunteers. 

One  NMDP  staff  person  wrote  "it  is 
difficult  to  describe  the  excitement  and  hope  we  have  given  to 
some  families  who  had  a  loved  one  diagnosed  with  a  fatal  illness. 
I  wish  I  could  show  you  Patrick's  high  school  graduation  picture 
or  arrange  for  you  to  meet  two-year  old  Shaina  and  her  family  -or 
Pamela,  the  mother  of  two  young  children.  All  of  them  were 
unrelated  marrow  transplant  recipients  who  are  alive  today 
because  of  the  new  hope  which  has  come  torn  advances  in  medi- 
cal technology  and  firom  the  generous  spirit  of  so  many 
individuals  around  the  world." 

Along  with  donor  searches,  NMDP  is  involved  in  research 
efforts.  New  insights  regarding  blood  disorders  may  be  the 
result  of  these  activities. 

For  more  information  about  the  NMDP  program,  location  of 
testing  centers  or  how  you  can  become  marrow  donor,  send  a 
stamped,  self-addressed  envelope  marked  "Marrow  Donor"  to: 
The  Living  Bank,  Box  6725,  Houston,  Texas  77265,  or  call 
National  Marrow  Donor  Program.  1-800-654-1247;  or  Life 
Savers  Foundation  of  America  1-800-950-1050. 
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THE  PROJECTED  COST  OF  HLA  TYPING 
A  REGISTRY  OF  250,000  DONORS 

National  Marrow  Donor  Program 


1.  150,000  additional  U.S.A.  donors  are  needed  to  reach  the  current  goal 
of  250,000  donors. 

2.  The  cost  to  HLA  type  150,000  donors  is  as  follows: 

a.  HLA -A,B  testing  @  $75/test*  =  $11,250,000 

b.  The  incremental  cost  of  HLA-DR  testing 
done  in  conjunction  with  HLA-A,B 

testing  @  $85/test**  =  $12.750.000 

$24,000,000 

3.  The  cost  to  complete  the  DR  testing  of  existing 
donors    who  are  already  HLA-A,B  typed:** 

71,000  @  $125/test  =      $  8.875.000 

4.  The  total  cost  to  achieve  a  Registry  of  250,000 

donors  who  are  fully  HLA-A,B  and  DR  typed  =  $32.875.000 


*The  cost  of  testing  includes  supplies,  sample  collection,  shipping  and 
laboratory  services. 


**Currently  most  volunteers  are  HLA-DR  typed  on  request  by  Transplant 
Centers  for  specific  patients.    The  cost  to  patients  and  third  panies  for  this 
typing  is  approximately  $280  per  donor,  far  greater  than  the  cost  of 
completing  this  test  at  the  time  new  donors  are  enrolled  in  the  Registry. 


April  20.  1990 
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\ 

\  \  NATIONAL  MARROW  DONOR  PROGRAM  SYSTEM 

\  Estimate  of  Funds  Raised  in  the  Private  Sector 

To  Support  NMDP  Activities 
1986-  1990 

Cash  Contributions 
$375,000(2.5%) 


Note: 

1 .  Estimated  total  funds  contributed  $1 5,1 50,000. 

2.  Federal  limitations  on  NMDP's  ability-  to  use  contract  and  fee-for-service  revenue  for  fundraising 
require  that  independent  entities  be  established  to  cany  on  this  activity. 

a  Estimate  does  not  include  expenses  associated  with  donor  work-up,  marrow  procurement  and 
transport,  or  transplarrt  services,  or  the  thousands  of  volunteer  hours  wtiich  have  been  donated. 


I  April  20, 1990 

The  Chairman.  Thank  you  very  much.  The  committee  stands  ad- 
journed. 

[Whereupon,  at  12:46  p.m.,  the  committee  was  adjourned.] 
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